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1ᗎ ㄽ
 ᪂⸆㛤Ⓨ࡟ࡣᇶ♏◊✲㸦་⸆ရࡢࢩ࣮ࢬࡢⓎぢ࡜᭱㐺໬ࠊ≀ᛶ᳨ウࠊ〇๣᳨
ウࠊ࠾ࡼࡧ〇㐀ἲ᳨ウ㸧ࠊື≀ࢆᑐ㇟࡜ࡋࡓ㠀⮫ᗋヨ㦂࠿ࡽࣄࢺࢆᑐ㇟࡜ࡋࡓ⮫
ᗋヨ㦂ࠊつไᙜᒁ࡟ࡼࡿᢎㄆᑂᰝࢆ⤒࡚ୖᕷ࡜࠸࠺⤒㐣ࢆ⤒ࡿࡓࡵ࡟ྜࠊ ィ࡛ 9
㹼19 ᖺ࡜࠸࠺㠀ᖖ࡟㛗࠸ᮇ㛫ࢆせࡋࠊ◊✲㛤Ⓨ㈝࡟㛵ࡋ࡚ࡶᩘⓒ൨෇࡜࠸࠺Ⳙ
኱࡞㈝⏝ࡀ࠿࠿ࡿࠋ1ࡑࡢࡼ࠺࡞◊✲㛤Ⓨ㈝࣭ᮇ㛫ࢆ࠿ࡅࡓ࡜ࡋ࡚ࡶೃ⿵໬ྜ≀
ࡀᢎㄆࡉࢀ་⸆ရ࡜ࡋ࡚ୖᕷࡉࢀࡿ☜⋡ࡣ 2㹼3 ୓ศࡢ 1 ࡛࠶ࡾ 2ࠊ་⸆ရ㛤Ⓨ
ࡣ㠀ᖖ࡟ࣜࢫࢡࡢ㧗࠸⏘ᴗ࡛࠶ࡿ࡜ゝ࠼ࡿࠋ㸦Figure 1-1㸧
2Figure 1-1 Flowchart about drug development 
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3་⸆ရ㛤Ⓨࡣ᪥⡿Ḣࢆၥࢃࡎ◊✲㛤Ⓨ㈝ࡢ㧗㦐ࡸ㛤Ⓨᡂຌ⋡ࡢపୗ࡞࡝ᵝࠎ
࡞ၥ㢟ࢆᢪ࠼࡚࠸ࡿࠋ3-5 ≉࡟᪥ᮏ࡛ࡣࠊ〇⸆௻ᴗࡀ᪥ᮏ࡛ࡢ⮫ᗋヨ㦂ࡼࡾࡶᾏ
እ࡛ࡢ⮫ᗋヨ㦂ࢆ᥎㐍ࡋࡓࡇ࡜࡟ࡼࡿ἞㦂ࡢ✵Ὕ໬ࠊᾏእࡢ⮫ᗋヨ㦂࡜ẚ㍑ࡋ
࡚㧗㢠࡞ᐇ᪋㈝⏝࡞࡝ࡢၥ㢟ࡀᣲࡆࡽࢀࡿࠋ6
᪂⸆㛤Ⓨ࡟ࡣᵝࠎ࡞㞀ᐖࡀ❧ࡕሰࡀࡗ࡚࠸ࡿࡀࠊ་⒪Ỉ‽ࡢྥୖ࡟ࡣ᪂⸆㛤
Ⓨࡀᚲせ୙ྍḞ࡛࠶ࡿࠋᢎㄆ᪂⸆ᩘࡢቑຍࡣ἞⒪࡟ᑐࡍࡿ⸆๣㈉⊩ᗘࡢྥୖࢆ
㏻ࡌ࡚἞⒪‶㊊ᗘࡢྥୖ࡟ᙳ㡪ࢆཬࡰࡋ࡚࠾ࡾ 7ࠊ୍᪥ࡶ᪩࠸᪂⸆ࡢᢎㄆ࣭ୖᕷ
ࡀồࡵࡽࢀ࡚࠸ࡿࠋ་⸆ရࢆୖᕷࡍࡿࡓࡵ࡟ࡣࠊ〇⸆௻ᴗࡣୖᕷࡍࡿᅜ࣭ᆅᇦ
ࡈ࡜࡟つไᙜᒁ࡬ࡢ⏦ㄳࢆ⾜࠸ࠊᑂᰝࡢᚋࠊᢎㄆࢆᚓࡿᚲせࡀ࠶ࡿࠋࡑࡢࡓࡵࠊ
ᅜ࣭ᆅᇦ࡟ࡼࡾ་⸆ရࡢᢎㄆ᫬ᮇ࡟ࡣ㐪࠸ࡀ⏕ࡌࡿࠋྛᅜ࣭ᆅᇦ࡛ࡢᢎㄆ᫬ᮇ
ࡢ㐪࠸࠿ࡽᾏእ࡜ẚ㍑ࡋ࡚᪥ᮏ࡛ࡢ་⸆ရࡢᢎㄆ࣭ୖᕷࡀ㐜ࢀ࡚࠸ࡿ≧ែࢆࢻ
ࣛࢵࢢࣛࢢ࡜ゝ࠺ࠋ8ࢻࣛࢵࢢࣛࢢࡀⓎ⏕ࡍࡿࡇ࡜࡟ࡼࡾࠊ᪥ᮏࡢᝈ⪅ࡣ᭱᪂ࡢ
་⒪࣭⸆≀἞⒪ࢆཷࡅࡿࡇ࡜ࡀ࡛ࡁ࡞࠸࡜࠸࠺ᘢᐖࡀ⏕ࡲࢀࡿࡓࡵࠊࢻࣛࢵࢢ
ࣛࢢࡣ኱ࡁ࡞ၥ㢟࡛࠶ࡿ࡜ゝ࠼ࡿࠋ
ࢻࣛࢵࢢࣛࢢࡣ᪥ᮏࡢつไᙜᒁ࡛࠶ࡿ་⸆ရ་⒪ᶵჾ⥲ྜᶵᵓ㸦PMDA:
Pharmaceuticals and medical devices agency㸧࡟᪂⸆ᢎㄆ⏦ㄳࡀ࡞ࡉࢀ࡚࠿ࡽࡢᑂ
ᰝࡢ㐜ࢀ㸦ᑂᰝࣛࢢࠊLDR: Lag in drug review㸧࡜ࠊᾏእ࡜ࡢ⮫ᗋ㛤Ⓨࡢ㛤ጞ᫬
ᮇ࠾ࡼࡧ㛤Ⓨᮇ㛫ࡢ㐪࠸࡟ࡼࡿ㐜ࢀࠊࡍ࡞ࢃࡕ㛤Ⓨࣛࢢ㸦LDD: Lag in drug 
development㸧࡟ศ㢮ࡉࢀࡿ㸦Figure 1-2㸧ࠋ
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5ࢻࣛࢵࢢࣛࢢࡢၥ㢟ࢆゎᾘࡍࡿࡓࡵ࡟ࠊ᪥ᮏ࡛ࡣࡇࢀࡲ࡛࡟ PMDAࡢᑂᰝဨ
ࡢቑဨࠊ⮫ᗋ◊✲୰᰾⑓㝔ࡢᩚഛࠊୡ⏺ྠ᫬㛤Ⓨ࡬ࡢ᪥ᮏࡢཧຍࡢಁ㐍ࢆ┠ⓗ
࡜ࡋࡓ✀ࠎࡢ࢞࢖ࢻࣛ࢖ࣥࡢసᡂ࡞࡝ᵝࠎ࡞᪉⟇ࡀᐇ᪋ࡉࢀࡓ㸦Figure 1-3㸧ࠋ6, 
9-19ࡇࢀࡽࡢ᪉⟇࡟ࡼࡾࠊ㏆ᖺࢻࣛࢵࢢࣛࢢࡣᚎࠎ࡟ゎᾘࡉࢀࡘࡘ࠶ࡿࠋ≉࡟ࠊ
ᑂᰝࣛࢢࡣ 2006ᖺᗘࡢ 1.2ᖺ࠿ࡽ 2010ᖺᗘࡢ 0.1ᖺ࡜๻ⓗ࡟ῶᑡࡋ࡚࠸ࡿࠋ14
୍᪉ࠊ㛤Ⓨࣛࢢࡣ 2006ᖺᗘࡢ 1.2ᖺ࡜ẚ㍑ࡋ࡚ 2010ᖺᗘ᫬Ⅼ࡛ 1.0ᖺ࡛࠶ࡾࠊ
ῶᑡࡢഴྥࡣㄆࡵࡽࢀ࡚࠸࡞࠸㸦Figure 1-4㸧ࠋ14ᚑࡗ࡚ࠊ⌧ᅾゎỴࡋ࡞ࡅࢀࡤ࡞
ࡽ࡞࠸ၥ㢟ࡣ”࡝ࡢࡼ࠺࡟ࡋ࡚㛤Ⓨࣛࢢࢆ▷⦰ࡍࡿ࠿”࡜࠸࠺Ⅼ࡛࠶ࡿࠋࡇࡢⅬ࡟
㛵ࡋ࡚ࡣࠊḢ⡿࡜᪥ᮏ࡜ࡢ⮫ᗋ㛤Ⓨࡢ㐍ᤖ≧ἣࢆྠㄪࡉࡏᮏ㉁ⓗ࡞ࣛࢢࡢゎᾘ
ࢆ┠ᣦࡋࠊ2007ᖺ࡟ࠕᅜ㝿ඹྠ἞㦂࡟㛵ࡍࡿᇶᮏⓗ⪃࠼᪉ࠖ࡜࠸࠺ᅜ㝿ඹྠ἞
㦂㸦GCT: Global clinical trial㸧ࡢᐇ᪋࡟㛵ࡍࡿ࢞࢖ࢻࣛ࢖ࣥ 11ࡀබ⾲ࡉࢀࡓࠋ
6Figure 1-3 Government policies for reducing drug lag 
ICH, International conference on harmonization of technical requirements for registration of 
pharmaceuticals for human use; PMDA, Pharmaceuticals and medical devices agency. 
• ICH E5 Guideline16
• National wide 3 yearly clinical trial activation plan6
• New 5 year clinical trial activation plan12
• 5 year strategy for the creation of innovative pharmaceuticals and medical devices17
• Basic principles on global clinical trials11
• Increasing reviewers in PMDA10
(Year 2006; 319 members to year 2011; 648 members) 19
• Basic principles on global clinical trials (reference cases)13
• 5 yearly clinical research and trial activation plan 201218
1998
2003
2007
2012
7Figure 1-4 Drug lag in Japan from FY2006 to FY2010 
FY, Fiscal year. 
ࡇࢀࡲ࡛࡟㛤Ⓨࣛࢢ࡟㛵ࡍࡿ◊✲ࡣ࠸ࡃࡘ࠿ሗ࿌ࡉࢀ࡚࠾ࡾࠊ⏦ㄳ⪅ࡢ≉ᚩࠊ
⑌ᝈ㡿ᇦ࡞࡝ࡢせᅉ࡜㛵㐃ࡀ࠶ࡿ࡜⪃࠼ࡽࢀ࡚࠸ࡿࠋ20ࡋ࠿ࡋࠊ་⸆ရࡢ⮫ᗋ㛤
Ⓨᮇ㛫ࡣ᪥ᮏ࡛ࡢᢎㄆ⏦ㄳ๓࡟ᐇ᪋ࡉࢀࡿᅜෆヨ㦂ࠊᾏእヨ㦂࡞࡝ࡢᵝࠎ࡞⮫
ᗋヨ㦂࡟ࡼࡾኚ໬ࡋࠊ㛤Ⓨࣛࢢ࡟ᙳ㡪ࢆ୚࠼ࡿ࡜⪃࠼ࡽࢀࡿ࡟ࡶ࠿࠿ࢃࡽࡎࠊ
ᐇ᪋ࡉࢀࡓ⮫ᗋヨ㦂ࡢᙳ㡪࡟㛵ࡋ࡚ヲ⣽࡞ㄪᰝࡣ⾜ࢃࢀ࡚࠸࡞࠸ࠋࡲࡓࠊGCT
ࡢᐇ᪋࡟ࡼࡾ᪥ᮏ࡛ࡢ⮫ᗋ㛤Ⓨࡢᮇ㛫ࡀ▷⦰ࡍࡿࡇ࡜ࡣࡍ࡛࡟ሗ࿌ࡉࢀ࡚࠸ࡿ
ࡀ 21ࠊ㛤Ⓨࣛࢢࡢゎᾘ࡟࡝ࡢ⛬ᗘᐤ୚ࡍࡿ࠿ࡣ᫂ࡽ࠿࡟ࡉࢀ࡚࠸࡞࠸ࠋ
 ᮏ◊✲࡛ࡣࠊ᪥ᮏ࡛ࡢ᪂⸆ᢎㄆ⏦ㄳࡢࡓࡵࡢ᭱㐺࡞㛤Ⓨᡓ␎ࢆ᫂ࡽ࠿࡟ࡍࡿ
ࡇ࡜ࢆ┠ⓗ࡜ࡋࠊ2007ᖺᗘ࠿ࡽ 2012ᖺᗘࡲ࡛࡟᪥ᮏ࡛ᢎㄆࡉࢀࡓ᪂᭷ຠᡂศྵ
᭷་⸆ရࢆᑐ㇟࡜ࡋ࡚⮫ᗋ㛤Ⓨᡓ␎㸦CDSs: Clinical development strategies㸧࡜㛤
FY2006 FY2007 FY2008 FY2009 FY2010
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㻟㻚㻜
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Lag in Drug Development (LDD)
Lag in Drug Review  (LDR)
Drug lag (LDD + LDR)
8Ⓨࣛࢢࡢ㛵ಀࢆㄪᰝࡋࡓࠋࡉࡽ࡟ࠊ⏦ㄳࡉࢀࡓ་⸆ရࡢᑐ㇟⑌ᝈ㡿ᇦࠊ᪥ᮏ࡛
ࡢ➨ϩ┦⮫ᗋヨ㦂ࡢ㛤ጞ᫬ᮇࠊ་⸆ရࡢ࢜ࣜࢪࣥ㸦Originator: ⮬♫ရ࠶ࡿ࠸ࡣ
ᑟධရ㸧࠾ࡼࡧ⏦ㄳ⪅ࡢ≉ᚩ࡜㛤Ⓨࣛࢢࡢ㛵ಀࢆㄪᰝࡋࡓࠋᚓࡽࢀࡓ⤖ᯝ࠿ࡽࠊ
㛤Ⓨࣛࢢ࡟ᙳ㡪ࢆ୚࠼ࡿせᅉࢆ᳨ウࡍࡿࡇ࡜࡛㛤Ⓨࣛࢢࢆゎᾘࡍࡿ᪉⟇࡟ࡘ࠸
࡚⪃ᐹࢆ⾜ࡗࡓࠋ
9➨୍❶ ศᯒ᪉ἲ
➨୍⠇ ᪥ᮏࡢᢎㄆ་⸆ရࡢ≉ᐃ࡜㛵㐃ࡍࡿࢹ࣮ࢱࡢ཰㞟
 ᑐ㇟་⸆ရࡣ PMDA ࡢ་⒪⏝་⸆ရࡢᢎㄆᑂᰝ᝟ሗ࡟㛵ࡍࡿࢹ࣮ࢱ࣮࣋ࢫ
㸦http://www.info.pmda.go.jp/approvalSrch/PharmacySrchInit?㸧ࢆ฼⏝ࡋࠊ2007ᖺᗘ
࠿ࡽ 2012 ᖺᗘࡲ࡛㸦2007 ᖺ 4᭶㹼2013 ᖺ 3 ᭶㸧࡟᪂᭷ຠᡂศྵ᭷་⸆ရ࡜ࡋ
࡚᪥ᮏ࡛ᢎㄆࡉࢀࡓ་⸆ရ࡜ࡋࡓࠋ
ᑐ㇟་⸆ရ࡟㛵ࡍࡿ᝟ሗࡣ PMDA㸦http://www.pmda.go.jp/㸧ࠊ⡿ᅜ㣗ရ་⸆ရ
ᒁ㸦FDA: Food and drug administration㸧㸦http://www.fda.gov/㸧ࠊFederal Register
㸦https://www.federalregister.gov/㸧ࠊୡ⏺ಖ೺ᶵ㛵㸦WHO: World health organization㸧
ゎ๗἞⒪໬Ꮫ㸦ATC: Anatomical therapeutic chemical㸧/つᐃ୍᪥⏝㔞㸦DDD: defined 
daily dose㸧 index㸦http://www.whocc.no/atc_ddd_index/㸧࠾ࡼࡧ〇⸆௻ᴗࡢ࢙࢘ࣈ
ࢧ࢖ࢺ࠿ࡽ 2013ᖺ 7᭶ 23᪥࠿ࡽ 2013ᖺ 8᭶ 2᪥ࡲ࡛࡟཰㞟ࡋࡓࠋ཰㞟ࡋࡓࢹ
࣮ࢱࡣࠊ୍⯡ྡࠊ㈍኎ྡࠊ᪥ᮏ࡜⡿ᅜ࡛ࡢ⏦ㄳ᪥࣭ᢎㄆ᪥ࠊ་⸆ရᕷ㈍ᢎㄆྲྀ
ᚓ⪅㸦MAH: Marketing authorization holder㸧ࡢ✀㢮㸦᪥ᮏ௻ᴗࡶࡋࡃࡣᾏእ௻ᴗ㸧ࠊ
ᑐ㇟⑌ᝈ㡿ᇦ㸦WHOࡢ ATCศ㢮࡟ᇶ࡙࠸࡚ศ㢮㸧ࠊ᪥ᮏ࡜⡿ᅜ࡛ࡢ་⸆ရ㛤Ⓨ
ࡢ≧ἣࠊ࠾ࡼࡧྛ⮫ᗋヨ㦂ࡢ⿕㦂⪅ᩘ࡜ࡋࡓࠋWHO ࡟ࡼࡿ ATC ศ㢮ࡢヲ⣽ࡣ
ୗグࡢ࡜࠾ࡾ࡛࠶ࡿࠋ
 A: ᾘ໬⟶࠾ࡼࡧ௦ㅰస⏝
 B: ⾑ᾮ࠾ࡼࡧ㐀⾑ჾᐁ
 C: ᚠ⎔ჾ⣔
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 D: ⓶⭵⛉⏝⸆
 G: Ἢᒀ⏕Ṫჾ⣔࠾ࡼࡧᛶ࣍ࣝࣔࣥ
 H: ඲㌟࣍ࣝࣔࣥ〇๣ࠊᛶ࣍ࣝࣔࣥ࡜࢖ࣥࢫࣜࣥࢆ㝖ࡃ
 J: ඲㌟⏝ᢠឤᰁ⸆
 L: ᢠᝏᛶ⭘⒆⸆࠾ࡼࡧච␿ㄪᩚ⸆
 M: ➽㦵᱁⣔
 N: ⚄⤒⣔
 P: ᢠᐤ⏕⹸⸆ࠊẅ⹸๣࠾ࡼࡧ㜵⹸๣
 R: ࿧྾ჾ⣔
 S: ឤぬჾ
 V: ࡑࡢ௚
ୖグࡢࢹ࣮ࢱࢯ࣮ࢫ࡛⏦ㄳ᪥࣭ᢎㄆ᪥ࡀ୙᫂࡞ሙྜࡣࠊබ⾲ㄽᩥ 22-25 ࠿ࡽᘬ
⏝ࡋࡓࠋ⏦ㄳ᪥ࡣ᪂⸆ᢎㄆ⏦ㄳࡀつไᙜᒁ㸦PMDAࡲࡓࡣ FDA㸧࡟ࡼࡾཷࡅ௜
ࡅࡽࢀࡓ᪥࡜ᐃ⩏ࡋࡓࠋ་⸆ရࡢ࢜ࣜࢪ 㸦ࣥOriginator: ⮬♫ရ࠶ࡿ࠸ࡣᑟධရ㸧
࡜᪥ᮏ࡜⡿ᅜࡢ་⸆ရ㛤Ⓨࡢ≧ἣ࡟ࡘ࠸࡚ࡣࠊࢸࢡࣀ࣑ࢵࢡ♫㸦ᮾிࠊ᪥ᮏ㸧
ࡀᥦ౪ࡋ࡚࠸ࡿၟ⏝ࢹ࣮ࢱ࣮࣋ࢫࠕ᫂᪥ࡢ᪂⸆ 㸦ࠖhttps://technomics-info.com/㸧
ࢆ฼⏝ࡋ࡚཰㞟ࡋࡓࠋMAH࡟ࡼࡾⓎぢࠊ⮫ᗋ㛤Ⓨࡉࢀࡓ་⸆ရࢆࠕ⮬♫ရࠖ࡜
ࡋ࡚ศ㢮ࡋࠊࡑࡢ௚ࡢ་⸆ရࢆࠕᑟධရࠖ࡜ࡋ࡚ศ㢮ࢆ⾜ࡗࡓࠋᑐ㇟⑌ᝈ࡟ᑐ
ࡍࡿ⮫ᗋ㛤Ⓨ㛤ጞࡢᣦᶆ࡜ࡋ࡚⡿ᅜ࡛ࡢ⮫ᗋ㛤Ⓨ≧ἣ㸦㛤Ⓨ୰ࠊ୰Ṇ࣭୰᩿ࡲ
ࡓࡣᮍ㛤Ⓨ㸧࡜᪥ᮏ࡛ࡢ➨ϩ┦ヨ㦂ࡀ㛤ጞࡉࢀࡓ᫬ᮇ࡟㛵ࡍࡿ᝟ሗࢆ཰㞟ࡋࡓࠋ
 ᑐ㇟་⸆ရࡢᩘࡣࠊᑂᰝሗ࿌᭩࡟ᇶ࡙࠸࡚㞟ィࢆ⾜ࡗࡓࠋ1ࡘࡢᑂᰝሗ࿌᭩୰
࡟ 2 ✀㢮௨ୖࡢ๣ᙧࡀྵࡲࢀ࡚࠸ࡿሙྜࡣ 1 ๣࡜ࡋ࡚㞟ィࡋࡓࠋ」ᩘࡢ๣ᙧࡢ
ࡓࡵ࡟」ᩘࡢ⏦ㄳ᪥ࡀᑂᰝሗ࿌᭩୰࡟グ㍕ࡉࢀ࡚࠸ࡿሙྜࡣࠊ᭱ࡶ᪩࠸᪥௜ࢆ
11 
ศᯒ࡟฼⏝ࡋࡓࠋ
➨஧⠇ 㛤Ⓨࣛࢢ
 㛤Ⓨࣛࢢࡣ᪥⡿࡛ࡢ᪂⸆ᢎㄆ⏦ㄳࡢ᫬ᮇࡢᕪ࡜ᐃ⩏ࡋࠊᑐ㇟་⸆ရࡢ FDA㸦⡿
ᅜ㸧࡬ࡢ⏦ㄳ᪥ࢆ PMDA㸦᪥ᮏ㸧࡬ࡢ⏦ㄳ᪥࠿ࡽῶࡌࡓ᪥ᩘ࡜ࡋࡓࠋᚑࡗ࡚ࠊ
᪥ᮏ࡛ࡢ⏦ㄳ᪥ࡢ᪉ࡀ᪩࠸ሙྜࠊ㛤Ⓨࣛࢢࡣ㈇ࡢ್ࢆ࡜ࡿࠋ⡿ᅜ࡛ᢎㄆࡉࢀ࡚
࠸࡞࠸་⸆ရࡣ㛤Ⓨࣛࢢࢆ 0 ᪥࡜ࡋ࡚㞟ィࡋࡓࠋ⡿ᅜ࡛ᢎㄆࡉࢀ࡚࠸࡞࠸་⸆
ရࡢ୰࡛ࠊ⡿ᅜ࡛⮫ᗋ㛤Ⓨࡉࢀ࡚࠸࡞࠸ရ┠ࡣศᯒ࠿ࡽ㝖እࡋࡓࠋࡇࢀࡽࡢရ
┠ࡣࠊᑗ᮶⡿ᅜ࡛ᢎㄆࡉࢀࡿྍ⬟ᛶࡀప࠸࡜⪃࠼ࡽࢀࡿࡓࡵࠊศᯒ࡟ྵࡵࡿࡇ
࡜࡟ࡼࡾ㛤Ⓨࣛࢢࢆపࡃぢ✚ࡶࡿ࡜⪃࠼ࡽࢀࡓࡓࡵ࡛࠶ࡿࠋ
➨୕⠇ ⮫ᗋ㛤Ⓨᡓ␎ࡢศ㢮
 CDSsࡣ Key clinical trialศ㢮࡟ᇶ࡙࠸࡚⾜ࡗࡓ㸦Table 2-1㸧ࠋKey clinical trial
ࡣࠊ⮫ᗋࢹ࣮ࢱࣃࢵࢣ࣮ࢪ࠿ࡽᑂᰝ࡟࠾࠸࡚≉࡟㔜どࡉࢀࡓ⮫ᗋヨ㦂ࢆᢳฟࡍ
ࡿࡓࡵࠊPMDA ࡢᑂᰝሗ࿌᭩ෆ࡛ホ౯㈨ᩱ࡜ࡋ࡚ᢎㄆᑂᰝ࡟฼⏝ࡉࢀ࡚࠸ࡿ᭷
ຠᛶࡢホ౯ࢆ┠ⓗ࡜ࡋࡓ⮫ᗋヨ㦂ࠊ࡜ᐃ⩏ࡉࢀࡿࠋᑂᰝሗ࿌᭩ෆ࡛ཧ⪃㈨ᩱ࡜
ࡉࢀ࡚࠸ࡿ⮫ᗋヨ㦂ࡣ Key clinical trial࡜ぢ࡞ࡉ࡞࠿ࡗࡓࠋࡲࡓࠊ་⸆ရࡢ㐺⏝
ࡀᑠඣ࠾ࡼࡧᡂேࢆᑐ㇟࡜ࡍࡿရ┠ࡢሙྜࡣࠊᑠඣࡢࡳࢆ⤌ࡳධࢀࡓ⮫ᗋヨ㦂
ࢆ Key clinical trial࠿ࡽ㝖እࡋࡓࠋ
Key clinical trial ࢆࠊࡉࡽ࡟᥈⣴ⓗヨ㦂㸦Exploratory trial㸧࡜᳨ドⓗヨ㦂
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㸦Confirmatory trial㸧࡟ศ㢮ࡋࡓࠋ᳨ドⓗヨ㦂ࡣᑐ↷⩌ࢆࡶࡘ↓సⅭ໬ࡉࢀࡓ➨
Ϫ┦ヨ㦂࡜ᐃ⩏ࡋࠊࢩࣥࢢࣝ࢔࣮࣒ヨ㦂࡞࡝ࡢࡑࡢ௚ࡢヨ㦂ࡣ᥈⣴ⓗヨ㦂࡜ࡋ
࡚ศ㢮ࡋࡓ᳨ࠋ ドⓗヨ㦂ࡢ CDSsࡢศ㢮࡟࠾࠸࡚ࡣࠊࡼࡾ⑕౛ᩘࡢከ࠸ヨ㦂ࡶࡋ
ࡃࡣ᪥ᮏே⑕౛ࡀ⤌ࡳධࢀࡽࢀࡓヨ㦂ࢆඃඛࡋࡓࠋCDSsࡢศ㢮ࡣⴭ⪅࡜ඹྠ◊
✲⪅࡛࠶ࡿ PMDA ࡢ◊✲ဨࠊ୕ྡ㸦T.U.ࠊY.A.࠾ࡼࡧ A.T.㸧࡟ࡼࡾ⊂❧ࡋ࡚㞟
ィࡉࢀࠊ␗࡞ࡿ⟠ᡤࡣ⥲ព࡟ࡼࡾㄪᩚࡋࡓࠋ
 ୖグࡢᇶ‽࡟ᇶ࡙࠸࡚ࠊ㞟ィ་⸆ရࡢ㛤Ⓨᡓ␎ࢆ 20 ✀㢮ࡢ Style ࡟ศ㢮ࡋࡓ
㸦Table 2-1㸧ࠋࡉࡽ࡟ࠊࡇࢀࡽࡢ Style ࢆ 6 ✀㢮ࡢ CDSs ࡟⤫ྜࡋࡓࠋࡍ࡞ࢃ
ࡕࠊ”Local trial”ࠊ”Local and foreign trials”ࠊ”Bridging study”ࠊ”Global clinical trial”
࠾ࡼࡧ”No efficacy/safety trial”࡛࠶ࡿࠋKey clinical trial࡜ࡋ࡚ Bridging study࡜
GCT ࡢ࠸ࡎࢀࡶྵࡲࢀ࡚࠸ࡓ 3 ࡘࡢᑂᰝሗ࿌᭩㸦Insulin glulisineࠊfesoterodine
fumarate࠾ࡼࡧ tofacitinib citrate㸧࡟ࡘ࠸࡚ࡣࠊᑂᰝ᫬࡟㔜どࡉࢀࡓ᪥ᮏேᝈ⪅ࡢ
ࢹ࣮ࢱࡀ୺࡟ Bridging study࡟⏤᮶ࡋ࡚࠸ࡓࡇ࡜࠿ࡽࠊCDSࢆ”Bridging study”࡟
ศ㢮ࡋࡓྛࠋ ་⸆ရࡣ 6✀㢮ࡢ CDSsࡢ࠸ࡎࢀ࠿࡟ศ㢮ࡉࢀࠊ2✀㢮௨ୖࡢ CDSs
࡟㔜」ࡋ࡚ศ㢮ࡉࢀࡓရ┠ࡣ࡞࠿ࡗࡓࠋ
 ᮏᩥ୰࡛ࡣࠊಶࠎࡢ⮫ᗋヨ㦂࡛ࡣ࡞ࡃ CDSࢆ♧ࡍሙྜࠊࢲࣈࣝࢡ࢛࣮ࢸ࣮ࢩ
ࣙ 㸦ࣥ“㸧࡛ ᅖ࠺ࡇ࡜࡟ࡼࡾ⾲グࡋࡓࠋ㸦౛࠼ࡤࠊCDS࡜ࡋ࡚ࡢ”Global clinical trial”
࡜⾲グࡍࡿࡢ࡟ᑐࡋ࡚ࠊಶࠎࡢ⮫ᗋヨ㦂ࡣ Global clinical trial࡜⾲グࡍࡿࡇ࡜࡛
༊ูࡍࡿࠋ㸧
 13
Ta
bl
e 
2-
1
C
la
ss
ifi
ca
tio
n 
of
 c
lin
ic
al
 d
ev
el
op
m
en
t s
tra
te
gy
 fo
r n
ew
 d
ru
g 
ap
pr
ov
al
 su
bm
is
si
on
 in
 Ja
pa
n 
 
Ex
pl
or
at
or
y
C
on
fir
m
at
or
y
Ex
pl
or
at
or
y
C
on
fir
m
at
or
y
Ex
pl
or
at
or
y
C
on
fir
m
at
or
y
1
ż
ż
-
×
×
×
2
×
ż
-
×
×
×
3
ż
×
×
×
×
×
4
ż
ż
-
ż
×
×
5
×
ż
-
ż
×
×
6
ż
×
-
ż
×
×
7
ż
×
ż
×
×
×
8
ż
ż
-
ż
×
×
9
×
ż
-
ż
-
-
10
ż
×
-
ż
-
-
11
×
×
-
ż
ż
×
12
ż
ż
-
×
-
ż
13
ż
×
-
-
-
ż
14
ż
×
-
ż
ż
×
15
×
×
-
ż
-
ż
16
×
×
-
×
-
ż
17
×
×
ż
×
ż
×
18
×
×
-
ż
×
×
19
×
×
ż
×
×
×
20
"N
o 
ef
fic
ac
y/
sa
fe
ty
 tr
ial
"
×
×
×
×
×
×
K
ey
 c
lin
ica
l t
ria
l
Lo
ca
l t
ria
l
"B
rid
gin
g 
stu
dy
"
G
lo
ba
l c
lin
ica
l t
ria
l
St
yle
"L
oc
al 
tri
al"
"L
oc
al 
an
d 
fo
re
ign
 tr
ial
s"
C
lin
ica
l
de
ve
lo
pm
en
t
str
at
eg
y
"F
or
eig
n 
tri
al"
Fo
re
ign
 tr
ial
"G
lo
ba
l c
lin
ica
l t
ria
l"
 14
Ta
bl
e 
2-
1 
 (
C
on
tin
ue
d)
 
C
D
S,
 C
lin
ic
al
 d
ev
el
op
m
en
t s
tra
te
gy
; P
M
D
A
, P
ha
rm
ac
eu
tic
al
s a
nd
 m
ed
ic
al
 d
ev
ic
es
 a
ge
nc
y.
 
A
 “
K
ey
 c
lin
ic
al
 tr
ia
l”
 w
as
 d
ef
in
ed
 a
s 
an
 im
po
rta
nt
 c
lin
ic
al
 tr
ia
l f
or
 e
ffi
ca
cy
 e
va
lu
at
io
n 
in
 m
ak
in
g 
an
 a
pp
ro
va
l d
ec
is
io
n 
am
on
g 
“m
aj
or
 s
ou
rc
es
 fo
r e
va
lu
at
io
n”
 
as
 d
es
cr
ib
ed
 i
n 
th
e 
PM
D
A
 r
ev
ie
w
 r
ep
or
ts
. 
Th
e 
“K
ey
 c
lin
ic
al
 t
ria
l”
 w
as
 a
ls
o 
cl
as
si
fie
d 
in
to
 e
xp
lo
ra
to
ry
 t
ria
l 
an
d 
co
nf
irm
at
or
y 
tri
al
 c
at
eg
or
ie
s. 
Th
e 
co
nf
irm
at
or
y 
tri
al
 w
as
 d
ef
in
ed
 a
s a
 p
ha
se
 II
I t
ria
l t
ha
t h
ad
 a
 c
on
tro
l a
rm
 w
ith
 ra
nd
om
iz
at
io
n,
 a
nd
 th
e 
ot
he
r t
ria
ls
 su
ch
 a
s s
in
gl
e-
ar
m
 st
ud
ie
s w
er
e 
cl
as
si
fie
d 
as
 
ex
pl
or
at
or
y 
tri
al
s. 
A
 t
ria
l 
th
at
 w
as
 d
es
ig
ne
d 
as
 c
on
fir
m
at
or
y,
 h
ad
 l
ar
ge
r 
sa
m
pl
e 
si
ze
, 
or
 i
nc
lu
de
d 
Ja
pa
ne
se
 p
at
ie
nt
s 
w
as
 g
iv
en
 h
ig
he
r 
pr
io
rit
y 
fo
r 
th
e 
cl
as
si
fic
at
io
n 
of
 C
D
Ss
. 
ż: 
A
 c
lin
ic
al
 tr
ia
l d
ef
in
ed
 a
s a
 “
K
ey
 c
lin
ic
al
 tr
ia
l”
 w
as
 in
cl
ud
ed
 in
 th
e 
cl
in
ic
al
 d
at
a 
pa
ck
ag
e.
  
×:
 N
o 
cl
in
ic
al
 tr
ia
l w
as
 in
cl
ud
ed
 a
s t
he
 “
m
aj
or
 so
ur
ce
 fo
r e
va
lu
at
io
n”
 in
 th
e 
re
vi
ew
 re
po
rt.
 
-: 
C
lin
ic
al
 tr
ia
l d
at
a 
w
er
e 
ei
th
er
 in
cl
ud
ed
 o
r n
ot
 in
cl
ud
ed
 in
 th
e 
cl
in
ic
al
 d
at
a 
pa
ck
ag
e 
of
 a
 n
ew
 d
ru
g 
ap
pr
ov
al
. 
 
15
➨ᅄ⠇ ⮫ᗋࢹ࣮ࢱࣃࢵࢣ࣮ࢪ࡟ྵࡲࢀࡿ᪥ᮏே⑕౛ࡢ๭ྜ
 ᢎㄆ⏦ㄳ࡟࠾ࡅࡿ඲⑕౛ᩘ࡟༨ࡵࡿ᪥ᮏᅾఫࡢ᪥ᮏே⑕౛ᩘࡢ๭ྜࢆㄪᰝࡍ
ࡿࡓࡵ࡟ࠊ⮫ᗋࢹ࣮ࢱࣃࢵࢣ࣮ࢪ࡟ྵࡲࢀࡿ᭷ຠᛶ࠾ࡼࡧᏳ඲ᛶ࡟㛵ࡍࡿヨ㦂
ࡢ᪥ᮏே⑕౛ᩘ࡜඲⑕౛ᩘࢆᑂᰝሗ࿌᭩࠾ࡼࡧ⏦ㄳ㈨ᩱᴫせ㸦CTDs: Common 
technical documents㸧ࢆ฼⏝ࡋ࡚㞟ィࡋࡓࠋ⑕౛ᩘࡣྛ⮫ᗋヨ㦂ࡢᢞ୚⑕౛ᩘ࡜
ࡋࡓࠋᢞ୚⑕౛ᩘࡀ᫂ࡽ࠿࡛࡞࠸ 5 ရ┠࡟ࡘ࠸࡚ࡣ⤌ࡳධࢀ⑕౛ᩘࢆ⑕౛ᩘ࡜
ࡋࡓࠋᢞ୚⑕౛ᩘ࠾ࡼࡧ⤌ࡳධࢀ⑕౛ᩘࡀ᫂ࡽ࠿࡛࡞࠸ 2 ရ┠ࡣศᯒ࠿ࡽ㝖እ
ࡋࡓࠋ
➨஬⠇ ࢹ࣮ࢱศᯒ
 ྛ㡯┠ࡢ㛤Ⓨࣛࢢ࡜඲⑕౛ᩘ࡟༨ࡵࡿ᪥ᮏே⑕౛ᩘࡢ๭ྜࢆㄪᰝࡍࡿࡓࡵࠊ
୰ኸ್࡜࠸ࡃࡘ࠿ࡢࣃ࣮ࢭࣥࢱ࢖್ࣝ㸦10thࠊ25thࠊ75th࠾ࡼࡧ 90thࣃ࣮ࢭࣥࢱ
࢖್ࣝ㸧ࢆ⟬ฟࡋࡓࠋ⤫ィᏛⓗ᳨ᐃ࡟ࡣ࢘࢕ࣝࢥࢡࢯࣥࡢ➢ྕ㡰఩᳨ᐃ࡜࢘࢕
ࣝࢥࢡࢯࣥࡢ㡰఩࿴᳨ᐃࢆ౑⏝ࡋࠊP < 0.05ࢆ⤫ィᏛⓗ᭷ព࡜ぢ࡞ࡋࡓࠋࢹ࣮ࢱ
ศᯒ࡟ࡣࢹ࣮ࢱゎᯒ࣭⤫ィゎᯒࢯࣇࢺ࢙࢘࢔ TIBCO Spotfire S+ 8.1J㸦TIBCO 
SpotfireࠊSomervilleࠊMAࠊUSA㸧ࢆ౑⏝ࡋࡓࠋ
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➨஧❶ ⤖ᯝ
➨୍⠇ ศᯒᑐ㇟་⸆ရ
 2007ᖺᗘ࠿ࡽ 2012ᖺᗘࡲ࡛࡟᪥ᮏ࡛ 218ရ┠ࡢ᪂᭷ຠᡂศྵ᭷་⸆ရ㸦NME: 
New molecular entity㸧 ࡀᢎㄆࡉࢀࡓࠋࡇࢀࡽ 218ရ┠ࡢෆࠊFDA࡬ࡢ⏦ㄳ᪥ࡀ
᫂ࡽ࠿࡛࡞࠿ࡗࡓ 10 ရ┠ࠊࣂ࢖࢜ᚋ⥆ရ 4 ရ┠㸦⏦ㄳ༊ศࡣ᪂᭷ຠᡂศྵ᭷
་⸆ရ࡜ࡋ࡚ᢎㄆࡉࢀ࡚࠸ࡓ㸧࠾ࡼࡧ᪥ᮏ࡛ࡢࡳᢎㄆࡉࢀ࡚࠾ࡾ⡿ᅜ࡛ࡣ㛤Ⓨ
ࡉࢀ࡚࠸࡞࠿ࡗࡓ 21 ရ┠㸦*㸧ࡢィ 35 ရ┠ࡣศᯒ࠿ࡽ㝖እࡋࡓࠋᚑࡗ࡚ࠊ᪥
⡿࡛ᢎㄆࡉࢀ࡚࠸ࡿࠊࡲࡓࡣࠊ⡿ᅜ࡛㛤Ⓨ୰ࡢ 183ရ┠ࢆศᯒᑐ㇟࡜ࡋ࡚㞟ィ
ࢆ⾜ࡗࡓ㸦Figure 3-1㸧ࠋ
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Figure 3-1 Selection of analyzed drugs 
NME, New molecular entity. 
*Drugs which are not approved and developed in the United States.
ศᯒᑐ㇟ 183ရ┠ࡢ≉ᚩࢆ Table 3-1࡟ࡲ࡜ࡵࡓࠋCDSࡀ”Local trial”ࡢရ┠ࡀ
69ရ┠ࠊ”Local and foreign trials”ࡀ 59ရ┠ࠊ”Bridging study”ࡀ 19ရ┠ࠊ”Global
clinical trial”ࡀ 18ရ┠ࠊ”Foreign trial”ࡀ 13ရ┠ࠊ”No efficacy/safety trial”ࡀ 5ရ
┠࡛࠶ࡗࡓࠋ183ရ┠ࡢෆࠊ19%㸦n = 34㸧ࡀ⡿ᅜ࡜ẚ㍑ࡋ᪥ᮏ࡛ඛ࡟ᢎㄆࡉࢀ
࡚࠸ࡓࠋ୺࡞⑌ᝈ㡿ᇦࡣ L㸦ᢠᝏᛶ⭘⒆⸆࠾ࡼࡧච␿ㄪᩚ⸆: 21%㸧ࠊN㸦⚄⤒⣔:
16%㸧ࠊA㸦ᾘ໬⟶࠾ࡼࡧ௦ㅰస⏝: 15%㸧࠾ࡼࡧ J㸦඲㌟⏝ᢠឤᰁ⸆: 13%㸧࡛࠶
ࡗࡓࠋ᪥ᮏ࡛ࡣ㞟ィᮇ㛫ࡢ㛫ࠊᖺ㛫 21 ရ┠࠿ࡽ 37 ရ┠ࡢ᪂᭷ຠᡂศྵ᭷་⸆
ရࡀᢎㄆࡉࢀ࡚࠾ࡾࠊᢎㄆᖺᗘ࡟ࡼࡿᢎㄆရ┠ᩘࡢ኱ࡁ࡞㐪࠸ࡣㄆࡵࡽࢀ࡞࠿
ࡗࡓࠋ་⸆ရࡢ࢜ࣜࢪࣥ࡜MAHࡢศ㢮࡟ࡘ࠸᳨࡚ウࡋࡓ࡜ࡇࢁࠊ39%㸦n = 72㸧
ࡀ᪥ᮏ௻ᴗ࡟ࡼࡾ㛤Ⓨࡉࢀ࡚࠸ࡓࡀࠊ඲ရ┠ࡢ 12%㸦n = 23㸧ࡢࡳࡀ⮬♫ရ㸦᪥
ᮏ࢜ࣜࢪࣥ㸧࡛࠶ࡗࡓࠋ
218 Drugs were approved in Japan
as NME from FY2007 to FY2012
14 Drugs were ineligible
4 Drugs were biosimilars
10 Drugs were unclear about submitted date in US
204 Drugs were eligible
157 Drugs were approved
in both Japan and US
47 Drugs were not
approved in US
26 Drugs were under
development in US
21 Drugs were ineligible*
(21 Drugs were not developed in US)
183 Drugs were analyzed drugs
( )
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Table 3-1 Summary of analyzed drugs 
ATC, Anatomical Therapeutic Chemical classification; FY, Fiscal year; NDA, New drug approval. 
Number of drugs
(n = 183; %)
Local trial 69 (38%)
Local and foreign trials 59 (32%)
Bridging study 19 (10%)
Global clinical trial 18 (10%)
Foreign trial 13 (7%)
No efficacy/safety trial 5 (3%)
First in Japan 34 (19%)
First in the United States 149 (81%)
FY 2007 32 (17%)
FY 2008 27 (15%)
FY 2009 21 (11%)
FY 2010 33 (18%)
FY 2011 37 (20%)
FY 2012 33 (18%)
A (Alimentary tract and metabolism) 27 (15%)
B (Blood and blood-forming organs) 13 (7%)
C (Cardiovascular system) 8 (4%)
D (Dermatologicals) 2 (1%)
G (Genitourinary system and sex hormones) 6 (3%)
H (Systemic hormonal preparations) 5 (3%)
J (Antiinfectives for systemic use) 23 (13%)
L (Antineoplastic and immunomodulating agents) 38 (21%)
M (Musculoskeletal system) 3 (2%)
N (Nervous system) 30 (16%)
P (Antiparasitic products, insecticides and repellents) 1 (1%)
R (Respiratory system) 8 (4%)
S (Sensory organs) 9 (5%)
V (Various) 10 (5%)
Japanese enterprise 72 (39%)
Self-developed by Japanese enterprise 23 (12%)
Licensed-in for development by Japanese enterprise 49 (27%)
Non-Japanese enterprise 111 (61%)
Self-developed by non-Japanese enterprise 82 (45%)
Licensed-in for development by non-Japanese enterprise 29 (16%)
Clinical development strategy for NDA submission in Japan
Time of approval
Year of approval in Japan
Therapeutic area (ATC classification)
Characteristics of originator and marketing authorization holder
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 ᢎㄆᖺᗘูࡢ CDSsࡢ᥎⛣ࢆ Figure 3-1࡟♧ࡋࡓࠋ2009ᖺᗘ௨㝆ࠊ”Global
clinical trial”ࡢᩘࡀ 1௳㸦2009ᖺᗘ㸧࠿ࡽ 8௳㸦2012ᖺᗘ㸧ࡲ࡛ቑຍࡋ࡚࠾ࡾࠊ
2012ᖺᗘ࡟ࡣ඲యࡢ 24%㸦33ရ┠୰ 8ရ┠㸧ࢆ༨ࡵ࡚࠸ࡓࠋ
ᢎㄆᖺᗘูࡢ㛤Ⓨࣛࢢࡣ 2007ᖺᗘ௨㝆 789᪥㸦2007ᖺᗘ, ୰ኸ್㸧࠿ࡽ 1470
᪥㸦2009ᖺᗘ, ୰ኸ್㸧ࡢ㛫ࢆ᥎⛣ࡋ࡚࠾ࡾ▷⦰ഴྥࡣㄆࡵࡽࢀ࡞࠿ࡗࡓ㸦Figure 
3-2㸧ࠋ
Figure 3-1 Transition of clinical development strategy from FY2007 to FY2012 
FY, Fiscal year.
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Figure 3-2 Lag in drug development by analyzed drugs 
The lag in drug development (LDD) is shown for each fiscal year (FY) of approval in Japan. In this 
box plot, the top, the middle, and the bottom represent the 75th percentile, the median and the 25th 
percentile, respectively. Error bars represent the 90th and the 10th percentiles.
21
➨஧⠇ ་⸆ရࡢ⮫ᗋ㛤Ⓨᡓ␎࡜㛤Ⓨࣛࢢࡢ㛵ಀ
 CDSsࡢ㐪࠸࡟ࡼࡿ᪥⡿㛫ࡢ㛤Ⓨࣛࢢࢆ Figure 3-3࡟♧ࡋࡓࠋ඲ရ┠㸦n = 183㸧
ࡢ㛤Ⓨࣛࢢࡢ୰ኸ್ࡣ 1111᪥࡛࠶ࡗࡓࠋ”Global clinical trial”㸦୰ኸ್: 90᪥㸧࠾
ࡼࡧ”Foreign trial”㸦୰ኸ್: 560᪥㸧ࡣ඲ရ┠ࡢ㛤Ⓨࣛࢢ㸦୰ኸ್: 1111᪥㸧࡜ẚ
㍑ࡋ࡚᭷ព࡟▷ࡃ㸦P < 0.05㸧ࠊ”Local trial”㸦୰ኸ್: 1870᪥㸧ࡣ᭷ព࡟㛗࠿ࡗࡓ
㸦P < 0.01㸧ࠋ”No efficacy/safety trial” ࡢ㛤Ⓨࣛࢢࡶ⤫ィᏛⓗ࡟᭷ព࡛ࡣ࡞࠸ࡀ㛗
࠸ഴྥࡀㄆࡵࡽࢀࡓࠋ”No efficacy/safety trial”ࡢရ┠ࡣ≉Ṧ࡞་⸆ရ㛤Ⓨィ⏬࡟
ࡼࡾᢎㄆࡉࢀ࡚࠸ࡿရ┠ࢆྵࢇ࡛࠾ࡾࠊ౛࠼ࡤࠕᨺᑕᛶ≀㉁࡟ࡼࡿయෆởᰁࡢ
㍍ῶࠖࡸࠕ࣐ࣛࣜ࢔ࡢ἞⒪࠾ࡼࡧண㜵ࠖࢆ㐺ᛂ࡜ࡍࡿᅜෆ⮫ᗋヨ㦂ࡢᐇ᪋ࡀᅔ
㞴࡞ရ┠ࡀྵࡲࢀ࡚࠸ࡓࠋ
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Figure 3-3 Lag in drug development for different clinical development strategies used 
for submission of NDAs in Japan. 
The lag in drug development (LDD) is shown for each indicated clinical development strategy. In 
this box plot, the top, the middle, and the bottom represent the 75th percentile, the median and the 
25th percentile, respectively. Error bars represent the 90th and the 10th percentiles. For analysis, 
each category was compared with the median LDD value (1111 days) by using the Wilcoxon 
signed-rank test. *P < 0.05, **P < 0.01.
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➨୕⠇ ་⸆ရࡢᑐ㇟⑌ᝈ㡿ᇦ࡜㛤Ⓨࣛࢢ࠾ࡼࡧ⮫ᗋ㛤Ⓨᡓ␎ࡢ㛵ಀ
 ་⸆ရࡢᑐ㇟⑌ᝈ㡿ᇦ࡜㛤Ⓨࣛࢢࡢ㛵ಀࢆ Figure 3-4࡟♧ࡋࡓࠋ⑌ᝈ㡿ᇦࡢศ
㢮ࡣ WHO࡟ࡼࡿ ATCศ㢮࡟ᚑ࠸⾜ࡗࡓࠋ㛤Ⓨࣛࢢࡣ་⸆ရࡢᑐ㇟⑌ᝈ㡿ᇦ࡟
ࡼࡾ␗࡞ࡗ࡚࠸ࡓࠋ඲ရ┠ࡢ㛤Ⓨࣛࢢ㸦1111᪥㸧࡜ẚ㍑ࡍࡿ࡜ࠊL㸦ᢠᝏᛶ⭘⒆
⸆࠾ࡼࡧච␿ㄪᩚ⸆㸧ࡣ୰ኸ್ 778᪥㸦n = 38㸧࡜᭷ព࡟▷ࡃ㸦P < 0.05㸧ࠊN㸦⚄
⤒⣔㸧ࡣ୰ኸ್ 2725᪥㸦n = 30㸧࡜᭷ព࡟㛗࠿ࡗࡓ㸦P < 0.01㸧ࠋC㸦ᚠ⎔ჾ⣔㸧ࠊ
J㸦඲㌟⏝ᢠឤᰁ⸆㸧࠾ࡼࡧ R㸦࿧྾ჾ⣔㸧࡛ࡣ㛤Ⓨࣛࢢࡢ୰ኸ್ࡀ▷࠸ഴྥࡀ
ㄆࡵࡽࢀࡓࠋ
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Figure 3-4 Lag in drug development in each therapeutic area 
Lags in drug development (LDDs), categorized according to the Anatomical Therapeutic Chemical 
(ATC) classification, are shown for the following therapeutic areas: (A) alimentary tract and 
metabolism (n = 27), (B) blood and blood-forming organs (n = 13), (C) cardiovascular system (n = 
8), (D) dermatologicals (n = 2), (G) genitourinary system and sex hormones (n = 6), (H) systemic 
hormonal preparations (n = 5), (J) anti-infectives for systemic use (n = 23), (L) antineoplastic and 
immunomodulating agents (n = 38), (M) musculoskeletal system (n = 3), (N) nervous system (n = 
30), (P) antiparasitic products, insecticides and repellents (n = 1), (R) respiratory system (n = 8), (S) 
sensory organs (n = 9) and (V) various (n = 10). In this box plot, the top, the middle, and the bottom 
represent the 75th percentile, the median, and the 25th percentile, respectively. Error bars represent 
the 90th and the 10th percentiles. For analysis, each category was compared with the median LDD 
value (1111 days) by using the Wilcoxon signed-rank test. *P < 0.05, **P < 0.01. 
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⑌ᝈ㡿ᇦ࡟ᇶ࡙ࡃ CDSsࡢศᕸ㸦Table 3-2㸧࡟㛵ࡋ࡚ࡣࠊ”Global clinical trial”
ࡢရ┠ࡢ๭ྜࡀ B㸦⾑ᾮ࠾ࡼࡧ㐀⾑ჾᐁࠊ13ရ┠୰ 3ရ┠㸧ࠊL㸦ᢠᝏᛶ⭘⒆⸆
࠾ࡼࡧච␿ㄪᩚ⸆ࠊ38ရ┠୰ 8ရ┠㸧ࠊR㸦࿧྾ჾ⣔ࠊ8ရ┠୰ 2ရ┠㸧࡟㧗࠸
ഴྥࡀㄆࡵࡽࢀࡓࠋLࡢ 38ရ┠୰࡛ᢠᝏᛶ⭘⒆⸆ࡣ 28ရ┠࡛࠶ࡗࡓࠋ㛤Ⓨࣛࢢ
ࡀ C㸦ᚠ⎔ჾ⣔㸧࡛ ẚ㍑ⓗ▷ࡃࠊN㸦⚄⤒⣔㸧࡛ 㛗࠸࡟ࡶ㛵ࢃࡽࡎࠊ”Global clinical 
trial”࡜”Foreign trial”ࡢ࡝ࡕࡽࡶ C㸦ᚠ⎔ჾ⣔㸧࡜ N㸦⚄⤒⣔㸧ࡢရ┠࡛ࡣㄆࡵࡽ
ࢀ࡞࠿ࡗࡓࠋ
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➨ᅄ⠇ ᪥ᮏ࡛ࡢ➨ϩ┦ヨ㦂㛤ጞ᫬ᮇ࡜㛤Ⓨࣛࢢࡢ㛵ಀ
 㛤Ⓨࣛࢢ࡟ᙳ㡪ࢆ୚࠼ࡿせᅉ࡜ࡋ࡚ࠊ᪥ᮏ࡛ࡢ➨ϩ┦⮫ᗋヨ㦂ࡢ㛤ጞ᫬ᮇࢆ᳨ウࡋ
ࡓ㸦Figure 3-5㸧ࠋCDSࡢ✀㢮࡟㛵ࢃࡽࡎࠊ᪥ᮏ࡛ࡢ➨ϩ┦⮫ᗋヨ㦂ࡢ㛤ጞ᫬ᮇࡀ⡿ᅜ
࡬ࡢ⏦ㄳࡼࡾ๓ࡢሙྜࡣࠊᚋࡢሙྜ࡜ẚ㍑ࡋ࡚ࠊ㛤Ⓨࣛࢢࡢ୰ኸ್ࡣ᭷ព࡟▷࠸ࡇ࡜
ࡀㄆࡵࡽࢀࡓࠋ⡿ᅜ⏦ㄳ๓࡜⏦ㄳᚋࡢ㛤Ⓨࣛࢢࡢ୰ኸ್ࡣࠊ”Local trial”࡛ 0᪥࡜ 3023
᪥㸦P < 0.01㸧ࠊ”Local and foreign trials”࡛ 637᪥࡜ 1856᪥㸦P < 0.01㸧ࠊ”Bridging study”
࡛ 231᪥࡜ 1866᪥㸦P < 0.01㸧࠾ࡼࡧ”Global clinical trial”࡛ 84᪥࡜ 1162᪥㸦P < 0.01㸧
࡛࠶ࡗࡓࠋ᪥ᮏ࡛ࡢ➨ϩ┦⮫ᗋヨ㦂ࡀ⡿ᅜ࡬ࡢ⏦ㄳࡼࡾᚋ࡟㛤ጞࡉࢀ࡚࠸ࡿရ┠࡟ࡘ
࠸࡚ CDS㛫ࡢ㛤Ⓨࣛࢢࡢ୰ኸ್ࡢ㐪࠸ࢆ”Local trial” 㸦3023᪥㸧࡜ẚ㍑ࡍࡿ࡜ࠊ”Local
and foreign trials” 㸦1856᪥ࠊP < 0.01㸧ࠊ”Bridging study”㸦1866᪥ࠊP < 0.05㸧࠾ࡼࡧ”Global
clinical trial” 㸦1162᪥ࠊP < 0.01㸧ࡣ᭷ព࡟▷࠿ࡗࡓࠋ4✀㢮ࡢ CDSࡢ୰࡛㛤Ⓨࣛࢢ
ࡢ᭱ࡶ▷࠿ࡗࡓ”Global clinical trial”ࡢရ┠ࡣ 3ရ┠୰ 2ရ┠࡛࢔ࢪ࢔ᆅᇦࡢࡳࡢGCT
ࡀᐇ᪋ࡉࢀ࡚࠸ࡓࠋ
28
Figure 3-5 Effects of timing of initiation of the phase II clinical trial in Japan on the lag in 
drug development 
The lag in drug development (LDD) was compared for the clinical development strategy and timing of 
initiation of the phase II clinical trial in Japan before or after the submission of the new drug application 
(NDA) in the United States. In this box plot, the top, the middle, and the bottom represent the 75th 
percentile, the median and the 25th percentile, respectively. Error bars represent the 90th and the 10th 
percentiles. For analysis, data for the after-submission stage in each category were compared with those 
for the “Local trial” by using the Wilcoxon rank-sum test. For each strategy, comparison was carried out 
between the data for the stages before and after NDA submission. *P<0.05, **P<0.01. 
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➨஬⠇ ་⸆ရࡢ࢜ࣜࢪࣥ࠾ࡼࡧ་⸆ရᕷ㈍ᢎㄆྲྀᚓ⪅࡜㛤Ⓨࣛࢢࡢ㛵ಀ
 ་⸆ရࡢ࢜ࣜࢪࣥ㸦Originator: ⮬♫ရ࠶ࡿ࠸ࡣᑟධရ㸧࠾ࡼࡧMAH࡜㛤Ⓨࣛࢢ࡜
ࡢ㛵ಀࢆㄪᰝࡋࡓࠋ᪥ᮏ௻ᴗ࡟ࡼࡿ⮬♫㛤Ⓨရࡢ㛤Ⓨࣛࢢ㸦୰ኸ್: 0᪥ࠊn = 23㸧ࡣ
඲ရ┠ࡢ୰ኸ್ 1111᪥࡜ẚ㍑ࡋ࡚᭷ព࡟▷ࡃ㸦P < 0.01㸧ࠊ᪥ᮏ௻ᴗ࡟ࡼࡿᑟධ㛤Ⓨ
ရࡢ㛤Ⓨࣛࢢ㸦୰ኸ್: 2380᪥ࠊn = 49㸧ࡣ᭷ព࡟㛗࠿ࡗࡓ㸦P < 0.01㸧㸦Figure 3-6㸧ࠋ
᪥ᮏ௻ᴗ࡟ࡼࡿ⮬♫㛤Ⓨရ࡛ࡣ23ရ┠୰17ရ┠ࡀ⡿ᅜࡼࡾඛ࡟᪥ᮏ࡛⏦ㄳࡉࢀ࡚࠾
ࡾࠊ17ရ┠୰ 3ရ┠ࡢࡳࡀ⡿ᅜ࡛ᢎㄆࡉࢀ࡚࠸ࡓࠋ
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Figure 3-6 Relationship between the originator/marketing authorization holder of a drug 
and lag in drug development 
The lag in drug development (LDD) was analyzed on the basis of various types of originator and 
marketing authorization holder of a drug. In this box plot, the top, the middle, and the bottom represent the 
75th percentile, the median, and the 25th percentile, respectively. Error bars represent the 90th and the 10th 
percentiles. For analysis, each category was compared with the median LDD value (1111 days) by using 
the Wilcoxon signed-rank test. *P<0.01. 
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➨භ⠇ ་⸆ရࡢ⮫ᗋ㛤Ⓨᡓ␎࡜᪥ᮏே⑕౛๭ྜࡢ㛵ಀ
 Figure 3-7ࡣ CDSsࡢ✀㢮࡜ᢎㄆ⏦ㄳ࡟࠾ࡅࡿ᪥ᮏே⑕౛ࡢ๭ྜ࡜ࡢ㛵ಀࢆ♧ࡋ࡚
࠸ࡿࠋ඲⑕౛ᩘ࡟༨ࡵࡿ᪥ᮏே⑕౛ᩘࡢ๭ྜࡣ”Local trial” 㸦୰ኸ್: 100%㸧࡛࠶
ࡾࠊ”Local trial”࡜ẚ㍑ࡋ࡚௚ࡢ CDSࡣ”Local and foreign trials”㸦୰ኸ್: 13%ࠊP < 
0.01㸧ࠊ”Bridging study”㸦୰ኸ್: 16%ࠊP < 0.01㸧ࠊ”Global clinical trial”㸦୰ኸ್: 11%ࠊ
P < 0.01㸧࠾ࡼࡧ”Foreign trial”㸦୰ኸ್: 0%ࠊP < 0.01㸧࡜᭷ព࡟ప࠿ࡗࡓࠋ
”Global clinical trial”㸦n = 18㸧࡛ࡢ๭ྜࡣ⮫ᗋヨ㦂ࡢᐇ᪋ᆅᇦ࡟ࡼࡾࡤࡽࡘࡁࡀㄆ
ࡵࡽࢀࡓࠋ࢔ࢪ࢔ᆅᇦࡢࡳ࡛ᐇ᪋ࡉࢀࡓ GCTࡢ᪥ᮏே⑕౛ᩘࡢ๭ྜࡣ୰ኸ್ 41%㸦n
= 6㸧࡛࢔ࢪ࢔ᆅᇦ௨እࡢᅜ࣭ᆅᇦࢆྵࢇࡔ GCTࡢ୰ኸ್ 10%㸦n = 12㸧࡜ẚ㍑ࡋ࡚
㧗࠸ഴྥࢆ♧ࡋࡓࠋ
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Figure 3-7 Ratio of Japanese to total subjects in efficacy/safety evaluation trials 
The ratio between Japanese patients and total patients in the efficacy/safety clinical trials is shown in terms 
of percentage value for each category. In this box plot, the top, the middle, and the bottom represent the 
75th percentile, the median, and the 25th percentile, respectively. Error bars represent the 90th and the 10th 
percentiles. For analysis, each category was compared with the “Local trial” category by using the 
Wilcoxon rank-sum test. *P<0.01. 
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➨୐⠇ ⡿ᅜᮍ㛤Ⓨࡢရ┠ࡢ≉ᚩ
 ศᯒᑐ㇟࠿ࡽ㝖እࡋࡓ⡿ᅜᮍ㛤Ⓨࡢ 21ရ┠㸦Figure 3-1ࡢ*ࡢရ┠㸧ࡢ≉ᚩࢆㄪᰝ
ࡋࡓ㸦Table 3-3㸧ࠋCDSࡣ”Local trial”㸦n = 19㸧࠾ࡼࡧ”Local and foreign trials”㸦n = 2㸧
ࡢࡳ࡛࠶ࡗࡓࠋᢎㄆᖺᗘูࡢရ┠ᩘࡣ 2㹼7ရ┠࡛࠶ࡾࠊᢎㄆᖺᗘ࡟ࡼࡿࡤࡽࡘࡁࡣ
ㄆࡵࡽࢀ࡞࠿ࡗࡓࠋ⑌ᝈ㡿ᇦ࡛ࡣ 52%㸦n = 11㸧ࡢရ┠ࡀ J㸦඲㌟⏝ᢠឤᰁ⸆㸧࡛࠶
ࡾࠊࡑࡢෆ 10 ရ┠ࡣ࣡ࢡࢳ࡛ࣥ࠶ࡗࡓࠋ་⸆ရࡢ࢜ࣜࢪࣥ࡜ MAH ࡢศ㢮࡟㛵ࡋ࡚
ࡣࠊ᪥ᮏ௻ᴗ࡟ࡼࡿ⮬♫㛤Ⓨရࡀ⣙༙ᩘ㸦n = 11ࠊ52㸣㸧ࢆ༨ࡵ࡚࠸ࡓࠋ
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Table 3-3 Summary of drugs which are not developed in the United States 
ATC, Anatomical Therapeutic Chemical classification; FY, Fiscal year; NDA, New drug approval. 
Number of drugs
(n = 21; %)
Local trial 19 (90%)
Local and foreign trials 2 (10%)
FY 2007 4 (19%)
FY 2008 2 (10%)
FY 2009 4 (19%)
FY 2010 4 (19%)
FY 2012 7 (33%)
A (Alimentary tract and metabolism) 1 (5%)
B (Blood and blood-forming organs) 1 (5%)
G (Genitourinary system and sex hormones) 2 (10%)
J (Anti-infectives for systemic use) 11 (52%)
L (Antineoplastic and immunomodulating agents) 3 (14%)
M (Musculoskeletal system) 1 (5%)
N (Nervous system) 1 (5%)
R (Respiratory system) 1 (5%)
Japanese enterprise 19 (90%)
Self-developed by Japanese enterprise 11 (52%)
Licensed-in for development by Japanese enterprise 8 (38%)
Non-Japanese enterprise 2 (10%)
Self-developed by non-Japanese enterprise 2 (10%)
Licensed-in for development by non-Japanese enterprise 0 (0%)
Clinical development strategy for NDA submission in Japan
Year of approval in Japan
Therapeutic area (ATC classification)
Characteristics of originator and marketing authorization holder
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➨୕❶ ⪃ᐹ
➨୍⠇ ་⸆ရࡢ⮫ᗋ㛤Ⓨᡓ␎࡟ࡼࡿ㛤Ⓨࣛࢢ࡬ࡢᙳ㡪
 ᪥ᮏ࡛ࡣࠊᾏእ࡜ẚ㍑ࡋ࡚་⸆ရࡢᢎㄆ࣭ୖᕷࡀ㐜ࢀ࡚࠸ࡿ≧ែ࡛࠶ࡿࢻࣛࢵࢢࣛ
ࢢࡀ㛗ᖺࠊ་⸆ရ㛤Ⓨ࡟࠾ࡅࡿၥ㢟࡜࡞ࡗ࡚ࡁࡓࠋࢻࣛࢵࢢࣛࢢࡣᑂᰝࣛࢢ࠾ࡼࡧ㛤
Ⓨࣛࢢ࡟ศ㢮ࡉࢀࠊᑂᰝࣛࢢࡣᵝࠎ࡞ᑐ⟇࡟ࡼࡾ࡯ࡰゎᾘࡋࡓ࡜ゝ࠼ࡿࠋ୍᪉࡛ࠊ㛤
Ⓨࣛࢢࡣ⌧ᅾࡶゎᾘࡋ࡚࠸ࡿ࡜ࡣゝ࠼ࡎࠊ㛤Ⓨࣛࢢࡀࢻࣛࢵࢢࣛࢢゎᾘ࡟ྥࡅ࡚ࡢ㔜
኱࡞㞀ᐖ࡜࡞ࡗ࡚࠸ࡿࠋ
㛤Ⓨࣛࢢゎᾘࡢ᪉⟇ࡀồࡵࡽࢀ࡚࠸ࡿ୰࡛ࠊᮏ◊✲࡟ࡼࡾ㛤Ⓨࣛࢢࡀ”Global 
clinical trial”࡛᭷ព࡟▷࠸ࡇ࡜ࡀ♧ࡉࢀࡓ㸦Figure 3-3㸧ࠋࡇࡢ⤖ᯝ࠿ࡽࠊ᪥ᮏࡢ⮫ᗋヨ
㦂ᐇ᪋᪋タࢆྵࡴᅜ㝿ඹྠ἞㦂㸦GCT㸧ࡢᐇ᪋ࢆ᥎㐍ࡍࡿࡇ࡜࡛㛤Ⓨࣛࢢࢆ▷⦰ࡋࠊ
ࢻࣛࢵࢢࣛࢢࢆゎᾘ࡛ࡁࡿ࡜⪃࠼ࡽࢀࡓࠋ”Foreign trial”ࡢ㛤Ⓨࣛࢢࡶ▷࠸ࡇ࡜ࡀㄆࡵ
ࡽࢀࡓࡀࠊ୺࡟ࣄࢺච␿୙඲࢘࢖ࣝࢫ㸦HIV: Human immunodeficiency virus㸧἞⒪⸆
࡜࠸ࡗࡓᕼᑡ⑌⑓⏝⸆ࡀྵࡲࢀ࡚࠾ࡾࠊ᪥ᮏ࡛ࡢ⏦ㄳ࡟”Foreign trial”ࢆ฼⏝ࡍࡿࡇ࡜
ࡣ୍⯡ⓗ࡞⮫ᗋ㛤Ⓨィ⏬࡛ࡣ࡞࠸࡜⪃࠼ࡽࢀࡓࠋ
඲ရ┠ࡢ㛤Ⓨࣛࢢࡢ୰ኸ್ࡣ 1111᪥㸦⣙ 37ࣨ᭶㸧࡛ ࠶ࡗࡓࠋᢎㄆᖺᗘู࡛ࡣࠊ2007
ᖺᗘ㸦୰ኸ್: 789᪥㸧࡜ẚ㍑ࡋ࡚ 2012ᖺᗘࡢ୰ኸ್ࡣ 1183᪥࡛࠶ࡾࠊ㛤Ⓨࣛࢢ࡟
▷⦰ഴྥࡣㄆࡵࡽࢀ࡞࠿ࡗࡓ㸦Figure 3-2㸧ࠋᮏ◊✲ࡢ඲ရ┠ࡢ㛤Ⓨࣛࢢࡣ⣙ 37 ࣨ᭶
࡛ࠊඛ⾜◊✲ 14, 26ࡢ 12㹼20ࣨ᭶࡜ẚ㍑ࡍࡿ࡜㛗࠿ࡗࡓࠋࡇࡢせᅉ࡜ࡋ࡚ࠊ୍ࡘ࡟ࡣ
ᑐ㇟࡜࡞ࡿ་⸆ရࡀᮏ◊✲࡛ࡣ඲⑌ᝈ㡿ᇦࡢ᪂᭷ຠᡂศྵ᭷་⸆ရࢆᑐ㇟࡜ࡋ࡚࠸
ࡿࡢ࡟ᑐࡋ࡚ࠊYonemori ࡽࡢሗ࿌࡛ࡣ⑌ᝈ㡿ᇦࢆᢠᝏᛶ⭘⒆⸆࡟㝈ᐃࡋ࡚࠸ࡿࡇ࡜
25ࡀ⪃࠼ࡽࢀࡓࠋࡶ࠺୍ࡘࡢせᅉ࡜ࡋ࡚ࠊᮏ◊✲࡛ࡣ 2007ᖺᗘ࠿ࡽ 2012ᖺᗘࡲ࡛ࢆ
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ᑐ㇟ᮇ㛫࡜ࡋ࡚࠸ࡿࡢ࡟ᑐࡋ࡚ࠊYonemori ࡽࡢሗ࿌࡛ࡣ 2000 ᖺ࠿ࡽ 2009 ᖺࡲ࡛ࡢ
ရ┠ 25ࢆࠊPMDA ࡢሗ࿌࡛ࡣ 2006 ᖺᗘ࠿ࡽ 2010 ᖺᗘࡢရ┠ࢆᑐ㇟࡜ࡋ࡚࠾ࡾ 14ࠊ
␗࡞ࡿᮇ㛫ࢆᑐ㇟࡜ࡋ࡚࠸ࡿࡓࡵ࡜⪃࠼ࡽࢀࡓࠋᮏ◊✲࡜ඛ⾜◊✲ࡢ㛤Ⓨࣛࢢ࡟ᕪࡀ
ㄆࡵࡽࢀࡓࡶࡢࡢࠊᮏ◊✲ࡢ⤖ᯝࡣ౫↛࡜ࡋ࡚㛤ⓎࣛࢢࡣゎỴࡋ࡞ࡅࢀࡤ࡞ࡽ࡞࠸ၥ
㢟࡛࠶ࡿࡇ࡜ࢆ♧ࡋ࡚࠸ࡓࠋ
ᮏ◊✲࡟ྵࡲࢀ࡚࠸ࡿ”Global clinical trial”ࡢရ┠ᩘࡣ 2009ᖺᗘ௨㝆ᚎࠎ࡟ቑຍࡋ
࡚࠸ࡿࡶࡢࡢࠊ⌧᫬Ⅼ࡛ࡣ㝈ࡽࢀࡓရ┠ᩘ㸦183ရ┠୰ 18ရ┠㸧࡛࠶ࡗࡓ㸦Table 3-1
࠾ࡼࡧ Figure 3-1㸧ࠋࡋ࠿ࡋࠊ㏆ᖺ GCTࡢᐇ᪋࠾ࡼࡧ GCT࡟ᇶ࡙࠸ࡓ⏦ㄳ࣭ᢎㄆࡣቑ
ຍഴྥ࡟࠶ࡿ࡜ሗ࿌ࡉࢀ࡚࠸ࡿࠋ9, 27, 28GCTࡢᐇ᪋ࡢಁ㐍ࡢࡓࡵ࡟ࡣࠊ㛤Ⓨ᪩ᮇ࡟ྛ
ရ┠࡟㐺ࡋࡓ CDSsࢆ❧᱌ࡍࡿࡇ࡜ࡀ㔜せ࡛࠶ࡿ࡜⪃࠼ࡽࢀࡿࠋࡉࡽ࡟ࠊ᪥ᮏࡢ⮫ᗋ
ヨ㦂ࡣ⑕౛㞟✚ᛶࡀప࠸ࡇ࡜ࠊ⮫ᗋヨ㦂ࡢᐇ᪋࡟ᚲせ࡞ேᮦࡀ༑ศ࡛ࡣ࡞࠸ࡇ࡜࡞࡝
ࡀ▱ࡽࢀ࡚࠸ࡿ 18 ࡇ࡜࠿ࡽࠊ⮫ᗋヨ㦂ࡢᨭ᥼యไࢆᨵၿࡍࡿࡇ࡜࡟ࡼࡾ᪥ᮏࢆྵࡴ
GCTࡢᐇ᪋ࢆ᥎㐍ࡉࡏࡿࡇ࡜ࡀ࡛ࡁࡿ࡜⪃࠼ࡽࢀࡿࠋ
➨஧⠇ ་⸆ရࡢᑐ㇟⑌ᝈ㡿ᇦ࡟ࡼࡿ㛤Ⓨࣛࢢ࡬ࡢᙳ㡪
 CDS ࡜ྠᵝ࡟ࠊ་⸆ရࡢᑐ㇟⑌ᝈ㡿ᇦ࡟ࡼࡾ㛤Ⓨࣛࢢ࡟ᕪࡀ࠶ࡿࡇ࡜ࡀ♧ࡉࢀࡓ
㸦Figure 3-4㸧ࠋ㛤Ⓨࣛࢢࡣᑐ㇟⑌ᝈ㡿ᇦ࡟ࡼࡾᵝࠎ࡛࠶ࡾࠊN㸦⚄⤒⣔㸧ࡢရ┠ࡢ㛤
Ⓨࣛࢢ㸦୰ኸ್: 2725᪥㸧ࡣ඲ရ┠ࡢ୰ኸ್ 1111᪥࡜ẚ㍑ࡋ࡚᭷ព࡟㛗࠿ࡗࡓࠋศ
ᯒᑐ㇟࡜࡞ࡗࡓ Nࡢ་⸆ရ୰࡟ࡣࠊGCTࢆᐇ᪋ࡋࡓရ┠ࡀྵࡲࢀ࡚࠸࡞࠿ࡗࡓࡇ࡜
࠿ࡽࠊGCTࢆᐇ᪋ࡍࡿࡇ࡜࡛㛤Ⓨࣛࢢࢆ▷⦰࡛ࡁࡿྍ⬟ᛶࡀ࠶ࡿ࡜⪃࠼ࡽࢀࡓ㸦Table 
3-2㸧ࠋᐇ㝿࡟ࠊ”Global clinical trial”ࡢ๭ྜࡢ㧗࠸ഴྥ㸦38ရ┠୰ 8ရ┠㸧ࡀぢࡽࢀࡓ
L㸦ᢠᝏᛶ⭘⒆⸆࠾ࡼࡧච␿ㄪᩚ⸆㸧ࡢ་⸆ရ࡛ࡣ㛤Ⓨࣛࢢ㸦୰ኸ್: 778᪥㸧ࡀ୰ኸ
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್ 1111᪥࡜ẚ㍑ࡋ࡚᭷ព࡟▷ࡃࠊLࡢ་⸆ရ 38ရ┠ࡢ୰࡛ 28ရ┠ࡀᢠᝏᛶ⭘⒆⸆
࡜ㄆࡵࡽࢀࡓࠋ
ᮏ◊✲࡛ࡣ L ࡢ་⸆ရࡢ㛤Ⓨࣛࢢࡀ▷࠿ࡗࡓࡀࠊ2006 ᖺࡢ⚟ཎࡢሗ࿌࡛ࡣᢠᝏᛶ
⭘⒆⸆ࡣࢻࣛࢵࢢࣛࢢࡢ㛗࠸⑌ᝈ㡿ᇦ࡜ࡉࢀ࡚࠸ࡓࠋ29Lࡢࢻࣛࢵࢢࣛࢢࡀ▷⦰ࡋࡓ
せᅉࡣࠊ2005ᖺ࡟බ⾲ࡉࢀࡓࠕᢠᝏᛶ⭘⒆⸆ࡢ⮫ᗋホ౯᪉ἲ࡟㛵ࡍࡿ࢞࢖ࢻࣛ࢖ࣥࠖ
30 ࡟ࡼࡾࠊGCT ࢆᐇ᪋ࡍࡿୖ࡛㞀ᐖ࡜⪃࠼ࡽࢀࡓ࢚ࣥࢻ࣏࢖ࣥࢺ࡞࡝ࡢᢎㄆせ௳ 31
ࡢᅜ㝿ⓗ࡞ࣁ࣮ࣔࢼ࢖ࢮ࣮ࢩࣙࣥࡀ㐍ࡵࡽࢀࡓࡓࡵ࡜⪃࠼ࡽࢀࡿࠋࡇࢀࡀዎᶵ࡜࡞ࡾࠊ
ᢠᝏᛶ⭘⒆⸆ࡢ GCTࡢᐇ᪋ࡀ᥎㐍ࡉࢀࠊ⮫ᗋヨ㦂ࡢᐇ᪋≧ἣࡢᨵၿ࡟ᐤ୚ࡋࡓྍ⬟
ᛶࡀ࠶ࡿࠋᚑࡗ࡚ࠊᅜ㝿ඹྠ㛤Ⓨࢆぢᤣ࠼ࡓ⮫ᗋホ౯࢞࢖ࢻࣛ࢖ࣥࡢసᡂࡣࠊ௚ࡢ⑌
ᝈ㡿ᇦ࡟࠾࠸࡚ࡶ GCTࡢ᥎㐍࡟ᙺ❧ࡘ࡜⪃࠼ࡽࢀࡿࠋ
ᑐ㇟⑌ᝈ㡿ᇦࡀ C㸦ᚠ⎔ჾ⣔㸧ࡢ་⸆ရ࡛ࡣࠊGCT ࡣᐇ᪋ࡉࢀ࡚࠸࡞࠸ࡀ㛤Ⓨࣛ
ࢢࡣ▷࠸ഴྥ࡟࠶ࡗࡓࠋᚠ⎔ჾ⣔ࡢ⑌ᝈ㡿ᇦ࡛ࡣ᪥ᮏே⑕౛ࢆከࡃ㞟✚࡛ࡁࡿࡓࡵᅜ
ෆ⮫ᗋヨ㦂ࡢᐇ᪋ࡀᐜ࡛᫆࠶ࡾࠊ⿕㦂⪅ࡢ⤌ࡳධࢀࡀ GCT࡜ྠ⛬ᗘࡢ᪩ࡉ࡛⾜࠺ࡇ
࡜ࡀ࡛ࡁࡿࡓࡵ࡜⪃࠼ࡽࢀࡓࠋᚑࡗ࡚ࠊࡑࡢࡼ࠺࡞⑌ᝈ㡿ᇦ࡛ࡣ”Local trial”ࡶ㛤Ⓨࣛ
ࢢࢆ▷⦰ࡉࡏࡿࡓࡵࡢ᭷ຠ࡞㑅ᢥ⫥ࡢ୍ࡘ࡜࡞ࡾᚓࡿࠋࡉࡽ࡟ࠊ⚟ᓥࡢሗ࿌ 32 ࡟࠶
ࡿ࡜࠾ࡾࠊ᪥ᮏ࡛ࡢ⮫ᗋヨ㦂࡟㛵ࢃࡿேᮦࡢ඘ᐇࢆྵࡵࡓ⮫ᗋヨ㦂ᐇ᪋᪋タࡢ᭦࡞ࡿ
ᨵၿࡣ⮫ᗋ㛤Ⓨᮇ㛫ࢆ▷⦰ࡉࡏࡿࡓࡵ࡟୙ྍḞ࡜⪃࠼ࡽࢀࡿࠋ
➨୕⠇ ᪥ᮏ࡛ࡢ➨ϩ┦ヨ㦂㛤ጞ᫬ᮇ࡟ࡼࡿ㛤Ⓨࣛࢢ࡬ࡢᙳ㡪
 ᪥ᮏ࡛ࡢ➨ϩ┦⮫ᗋヨ㦂ࡢ㛤ጞ᫬ᮇࡀ㛤Ⓨࣛࢢ࡟ᙳ㡪ࢆ୚࠼࡚࠸ࡿࡇ࡜ࡀ᫂ࡽ࠿
࡜࡞ࡗࡓ㸦Figure 3-5㸧ࠋ”Local trial”ࠊ”Local and foreign trials”ࠊ”Bridging study”࠾ࡼ
ࡧ”Global clinical trial”࡟࠾࠸࡚ࠊ⡿ᅜ࡬ࡢ᪂⸆ᢎㄆ⏦ㄳࡼࡾ๓࡟᪥ᮏ࡛ࡢ➨ϩ┦⮫ᗋ
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ヨ㦂ࡀ㛤ጞࡉࢀࡓရ┠ࡢ㛤Ⓨࣛࢢࡣᚋ࡟㛤ጞࡉࢀࡓရ┠࡜ẚ㍑ࡋ࡚᭷ព࡟▷࠿ࡗࡓࠋ
ࡇࢀࡲ࡛་⸆ရ㛤Ⓨࢆ㛤ጞࡍࡿ᫬ᮇࡣࢻࣛࢵࢢࣛࢢࡢせᅉࡢ୍ࡘ࡜ࡋ࡚ሗ࿌ࡉࢀ࡚
࠸ࡿࠋ26௒ᅇࡢ⤖ᯝࡣࠊ࡝ࡢࡼ࠺࡞㛤Ⓨᡓ␎ࢆ㑅ᢥࡍࡿ࠿ࡢࡳ࡞ࡽࡎࠊ᪥ᮏ࡛ࡢ➨ϩ
┦ヨ㦂ࡢ㛤ጞ᫬ᮇࡀࠊ㛤Ⓨࣛࢢ▷⦰ࡢࡓࡵ࡟㔜せ࡛࠶ࡿྍ⬟ᛶࢆ♧၀ࡋ࡚࠸ࡿࠋࡉࡽ
࡟ࠊ᪥ᮏ࡛ࡢ➨ϩ┦ヨ㦂ࡀ⡿ᅜ࡬ࡢ⏦ㄳࡼࡾᚋ࡟㛤ጞࡉࢀࡓሙྜ࡛ࡶࠊ”Local and 
foreign trials”ࠊ”Bridging study”࠾ࡼࡧ”Global clinical trial”࡛”Local trial”࡜ẚ㍑ࡋ࡚᭷
ព࡟㛤Ⓨࣛࢢࡀ▷࠸ࡇ࡜ࡀ♧ࡉࢀࡓ㸦Figure 3-5㸧ࠋ≉࡟ࠊ”Global clinical trial”ࡢ㛤Ⓨ
ࣛࢢࡣࠊ᪥ᮏ࡛ࡢ➨ϩ┦ヨ㦂ࡀ⡿ᅜ࡬ࡢ⏦ㄳࡼࡾࡶᚋ࡟㛤ጞࡉࢀࡓሙྜ࡛ࡶ඲࡚ࡢ
CDSs୰࡛᭱ࡶ▷࠸ࡇ࡜ࡀㄆࡵࡽࢀࡓࠋᚑࡗ࡚ࠊ᪥ᮏ࡛ࡢ➨ϩ┦ヨ㦂ࡢ㛤ጞ᫬ᮇࡀ㐜
ࢀࡓሙྜ㸦౛࠼ࡤࠊ᪥ᮏࡀ⡿ᅜ࡬ࡢ⏦ㄳࡢࡓࡵࡢ⮫ᗋヨ㦂࡟ཧຍ࡛ࡁ࡞࠿ࡗࡓ㸧࡛
ࡶࠊ”Global clinical trial”ࡣ㛤Ⓨࣛࢢࢆ▷⦰ࡉࡏࡿࡓࡵ࡟᭷ຠ࡞㛤Ⓨᡓ␎࡜࡞ࡾᚓࡿ࡜
⪃࠼ࡽࢀࡿࠋ
➨ᅄ⠇ ་⸆ရࡢ࢜ࣜࢪࣥ࠾ࡼࡧ་⸆ရᕷ㈍ᢎㄆྲྀᚓ⪅࡟ࡼࡿ㛤Ⓨࣛࢢ࡬ࡢ
ᙳ㡪
 ᪥ᮏ௻ᴗ࡟ࡼࡿ⮬♫㛤Ⓨရࡢ㛤Ⓨࣛࢢࡣ඲ရ┠ࡢ୰ኸ್ 1111 ᪥ࡼࡾࡶ᭷ព࡟▷ࡃࠊ
ࡑࢀ࡟ᑐࡋ࡚ࠊ᪥ᮏ௻ᴗ࡟ࡼࡿᑟධ㛤Ⓨရࡣ᭷ព࡟㛗࠿ࡗࡓࡓࡵࠊ་⸆ရࡢ࢜ࣜࢪࣥ
࠾ࡼࡧMAHࡢ㛵ಀࡀ㔜せ࡛࠶ࡿ࡜⪃࠼ࡽࢀࡓ㸦Figure 3-6㸧ࠋ⮬♫㛤Ⓨရ࡟࠾࠸࡚ࠊ
᪥ᮏ௻ᴗ࡛ࡣ㛤Ⓨࣛࢢࡀ 0᪥㸦୰ኸ್㸧࡛ ࠶ࡗࡓࡀࠊᾏእ௻ᴗࡢ㛤Ⓨࣛࢢࡣ 954᪥㸦୰
ኸ್㸧࡛࠶ࡗࡓࠋ〇⸆௻ᴗࡢᮏ♫ࡢ࠶ࡿᅜ࣭ᆅᇦ࡛ඃඛⓗ࡟་⸆ရࡢ㛤Ⓨࡀ⾜ࢃࢀࡿ
ഴྥࡀሗ࿌ࡉࢀ࡚࠸ࡿࠋ33ᚑࡗ࡚ࠊ᪥ᮏࡢᝈ⪅࡟་⸆ရࢆࡼࡾ㎿㏿࡟ᒆࡅࡿࡓࡵ࡟ࡣࠊ
᪥ᮏࡢ⏘ᐁᏛࡀ୍య࡜࡞ࡗ࡚ࠊ᪂ࡋ࠸ೃ⿵໬ྜ≀ࢆⓎぢࡋ࡚ࠊ᪂⸆ࢆ㛤Ⓨࡍࡿ⬟ຊࢆ
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⥔ᣢࡍࡿࡇ࡜ࡀ㔜せࡔ࡜⪃࠼ࡽࢀࡿࠋ
ࡇࡢࡼ࠺࡞⫼ᬒ࡟ᇶ࡙ࡁࠊ᪥ᮏ࡛ࡣ་⸆ရ㛤Ⓨࡢ᥎㐍ࢆ┠ⓗ࡜ࡋ࡚ࠊࣞࢠࣗࣛࢺࣜ
࣮ࢧ࢖࢚ࣥࢫ㸦RS: Regulatory science㸧ࡸ࢔࢝ࢹ࣑࢔ࡸ◊✲ᶵ㛵࡞࡝ࡢᇶ♏◊✲ࡢᡂ
ᯝࢆ㠀⮫ᗋ࣭ ⮫ᗋヨ㦂࡛ࡢ᳨ドࢆ㏻ࡌ࡚᪂つࡢ་⸆ရࡸ་⒪ᢏ⾡࡜ࡋ࡚ᐇ⏝໬࡬ࡘ࡞
ࡆࡿ◊✲࡛࠶ࡿࢺࣛࣥࢫ࣮ࣞࢩࣙࢼࣝࣜࢧ࣮ࢳ 34 ࡢಁ㐍ࡸᚑ᮶࡟ࡶቑࡋࡓ⏘ᐁᏛࡢ
ᙉᅛ࡞㐃ᦠࡀồࡵࡽࢀ࡚࠸ࡿࠋ35-37≉࡟ RSࡢ㔜せᛶࡣ㏆ᖺᙉࡃッ࠼ࡽࢀ࡚࠸ࡿࠋ38, 39
RS࡜ࡣ 1987ᖺ࡟ᙜ᫬ࠊᅜ❧⾨⏕ヨ㦂ᡤ㸦⌧ࠊᅜ❧་⸆ရ㣗ရ⾨⏕◊✲ᡤ㸧ࡢ๪ᡤ
㛗࡛࠶ࡗࡓෆᒣ඘༤ኈ࡟ࡼࡾᥦၐࡉࢀࡓ⛉Ꮫ࡛࠶ࡿࠋ40ෆᒣ༤ኈࡣࠊRS ࢆࠕᡃࠎࡢ
㌟ࡢᅇࡾࡢ≀㉁ࡸ⌧㇟࡟ࡘ࠸࡚ࠊࡑࡢᡂဨࡸᶵᵓࠊ㔞ⓗ࡜㉁ⓗ࡞ᐇែࠊ࠾ࡼࡧ᭷ຠᛶ
ࡸ᭷ᐖᛶࡢᙳ㡪ࢆࠊࡼࡾⓗ☜࡟▱ࡿࡓࡵࡢ᪉ἲࢆ⦅ࡳฟࡍ⛉Ꮫ࡛࠶ࡾࠊḟ࠸࡛ࡑࡢᡂ
ᯝࢆ⏝࠸࡚ࡑࢀࡒࢀࢆண ࡋࠊ⾜ᨻࢆ㏻ࡌ࡚ᅜẸࡢ೺ᗣ࡟㈨ࡍࡿ⛉Ꮫ࡛ࠖ ࠶ࡿ࡜ࡋࡓࠋ
2011ᖺ࡟㛶㆟Ỵᐃࡉࢀࡓ➨ 4ᮇ⛉Ꮫᢏ⾡ᇶᮏィ⏬࡟࠾࠸࡚ࠊRSࡣࠕ⛉Ꮫᢏ⾡ࡢᡂᯝ
ࢆே࡜♫఍࡟ᙺ❧࡚ࡿࡇ࡜ࢆ┠ⓗ࡟ࠊ᰿ᣐ࡟ᇶ࡙ࡃⓗ☜࡞ண ࠊホ౯ࠊุ᩿ࢆ⾜࠸ࠊ
⛉Ꮫᢏ⾡ࡢᡂᯝࢆே࡜♫఍࡜ࡢㄪ࿴ࡢୖ࡛᭱ࡶᮃࡲࡋ࠸ጼ࡟ㄪᩚࡍࡿࡓࡵࡢ⛉Ꮫ ࡜ࠖ
ᐃ⩏ࡉࢀࠊ᪥ᮏ࡟࠾ࡅࡿࣛ࢖ࣇ࢖ࣀ࣮࣋ࢩࣙࣥࡢ᥎㐍࡟࠾࠸࡚ᚲせ୙ྍḞ࡞㡿ᇦ࡛࠶
ࡿ࡜఩⨨࡙ࡅࡽࢀࡓࠋ38RS ࡢ㔜せᛶࡣ᪥ᮏࡢࡳ࡞ࡽࡎḢ⡿࡟࠾࠸࡚ࡶㄆ㆑ࡉࢀ࡚࠸
ࡿࠋ41-44 RSࡢⓎᒎ࡟ࡼࡾࠊᵝࠎ࡞ᨻ⟇ࡢពᛮỴᐃࡀ᰿ᣐ࡟ᇶ࡙ࡁࠊࡑࡢᡂᯝࢆ⛉Ꮫ
ⓗ࡟ホ౯ࡉࢀࡿࡇ࡜ࡀᮇᚅࡉࢀࡿࠋ
〇⸆௻ᴗࡣࠊPMDA ࡜἞㦂┦ㄯࢆᐇ᪋ࡍࡿࡇ࡜࡛㐺ษ࡞ヨ㦂ࢹࢨ࢖ࣥࠊࢧࣥࣉࣝ
ࢧ࢖ࢬࡢ⮫ᗋヨ㦂ࡸᢎㄆ⏦ㄳࡢࡓࡵ࡟୙㊊ࡋ࡚࠸ࡿࢹ࣮ࢱ࡞࡝࡟㛵ࡍࡿຓゝࢆᚓࡿ
ࡇ࡜ࡀ࡛ࡁࡿࠋ㛤Ⓨ᪩ᮇ࡟἞㦂┦ㄯࢆᐇ᪋ࡍࡿࡇ࡜ࡣ᪥ᮏ࡛ࡢ་⸆ရ㛤Ⓨࡢၥ㢟ࡢゎ
Ỵࢆຓࡅ 10ࠊ་⸆ရࡢ࢜ࣜࢪࣥ࡜ MAH ࡜ࡢⰋዲ࡞㛵ಀࢆᙧᡂࡍࡿࡇ࡜࡟ࡘ࡞ࡀࡾࠊ
㛤Ⓨ᪩ᮇ࡟ྛရ┠࡟㐺ࡋࡓ㛤Ⓨᡓ␎ࡢ❧᱌ࡀྍ⬟࡟࡞ࡿ࡜⪃࠼ࡽࢀࡿࠋ
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➨஬⠇ ་⸆ရࡢ⮫ᗋ㛤Ⓨᡓ␎࡟ࡼࡿ᪥ᮏே⑕౛๭ྜ࡬ࡢᙳ㡪
 ”Global clinical trial”ࡢᐇ᪋࡟ࡼࡾࠊ㛤Ⓨࣛࢢࢆῶᑡࡉࡏࡿࡇ࡜ࡀ♧ࡉࢀࡓࠋࡋ࠿ࡋࠊ
つไᙜᒁࡣ᪥ᮏ࡛ࡢ⏦ㄳ᫬Ⅼ࡟࠾࠸࡚ࠊ࡝ࡢ⛬ᗘ᪥ᮏேࡢࢹ࣮ࢱࡀ㞟✚ࡉࢀ࡚࠸ࡿ࠿
ࡶ㔜どࡋ࡚࠾ࡾࠊ㛤Ⓨィ⏬ࢆ❧᱌ࡍࡿ㝿࡟ࡣࠊ⤌ࡳධࢀࡿࡇ࡜ࡀ࡛ࡁࡿ᪥ᮏே⑕౛ᩘ
࡟ࡘ࠸࡚ࡶ⪃៖ࡍ࡭ࡁ࡛࠶ࡿࠋ27 ౛࠼ࡤࠊGCT ࢆᐇ᪋ࡍࡿ㝿࡟ࡣࠊ᪥ᮏே⑕౛࡜඲
⑕౛ࡢ⤖ᯝࡢ୍㈏ᛶࢆ♧ࡍࡓࡵ࡟༑ศ࡞᪥ᮏே⑕౛ᩘࡀ⤌ࡳධࢀࡽࢀ࡚࠸࡞ࡅࢀࡤ
࡞ࡽ࡞࠸ࠋ11, 13ࡑࡢ௚࡟ࡶࠊ᪥ᮏே⑕౛ᩘࡀᑡ࡞࠸ࡇ࡜ࡣࢹ࣮ࢱࡢホ౯ࠊ≉࡟Ᏻ඲ᛶ
ホ౯ࢆ㝈ᐃࡉࢀࡓࡶࡢ࡟ࡋ࡚ࡋࡲ࠺ྍ⬟ᛶࡀ࠶ࡿࠋ་⸆ရࡢᢎㄆࡲ࡛࡟㞟✚ࡉࢀࡓ᪥
ᮏேࡢࢹ࣮ࢱࡀ㠀ᖖ࡟㝈ࡽࢀࡓࡶࡢ࡛࠶ࡗࡓሙྜࠊᏳ඲ᛶホ౯ࢆ┠ⓗ࡜ࡋࡓ඲౛ㄪᰝ
࡞࡝㏣ຍࡢᕷ㈍ᚋㄪᰝࡀồࡵࡽࢀࡿྍ⬟ᛶࡀ࠶ࡿࠋ45ࡶࡋࠊ᪂⸆ᢎㄆ⏦ㄳࡀ⾜ࢃࢀ࡚
ࡶ᪥ᮏ࡛ᢎㄆࡉࢀ࡞ࡅࢀࡤࠊࡑࡢࡼ࠺࡞㛤Ⓨᡓ␎ࡣࡓ࡜࠼㛤Ⓨࣛࢢࡀ⏕ࡌ࡞࠸ሙྜ࡛
ࡶ㐺ࡋࡓ㛤Ⓨᡓ␎࡜ࡣゝ࠼࡞࠸ࠋ
ᮏ◊✲࡛ࡣࠊ᪥ᮏே⑕౛ࡢ๭ྜࡀ ”Local trial”࡜ẚ㍑ࡋ࡚ ”Local and foreign 
trials”ࠊ”Bridging study”ࠊ”Global clinical trial”࠾ࡼࡧ”Foreign trial”࡛᭷ព࡟ప࠸ࡇ࡜ࡀ
♧ࡉࢀࡓ㸦Figure 3-7㸧ࠋ”Global clinical trial”ࡢရ┠࡛ࡢ᪥ᮏே⑕౛ࡢ๭ྜ࡟ࡤࡽࡘࡁ
ࡀㄆࡵࡽࢀࡓࡇ࡜ࡣὀ┠ࡍ࡭ࡁⅬ࡛࠶ࡿ㸦Figure 3-7㸧ࠋ࢔ࢪ࢔἞㦂࡛ࡢ᪥ᮏே⑕౛ࡢ
๭ྜࡣ”Bridging study”࠾ࡼࡧ࢔ࢪ࢔἞㦂௨እࡢ”Global clinical trial”ࡢ๭ྜࡼࡾ㧗࠸ഴ
ྥࡀㄆࡵࡽࢀࡓࠋᮏ⤖ᯝࡣࠊCDSࡀ”Global clinical trial”ࡢሙྜ࡛ࡶࠊ࢔ࢪ࢔἞㦂ࢆᐇ
᪋ࡍࡿࡇ࡜࡛ࡑࢀ௨እࡢ”Global clinical trial”࡜ẚ㍑ࡋ࡚༑ศ࡞᪥ᮏே⑕౛ࢆ⤌ࡳධ
ࢀࡿࡇ࡜ࡀ࡛ࡁࠊ᪥ᮏே⑕౛ᩘࢆ኱ᖜ࡟ῶࡽࡍࡇ࡜࡞ࡃࠊ᪥ᮏேࡢ᭷ຠᛶ࣭Ᏻ඲ᛶ࡟
㛵ࡍࡿࢹ࣮ࢱࢆ㞟✚࡛ࡁࡿྍ⬟ᛶࢆ♧ࡋ࡚࠸ࡿࠋ
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➨භ⠇ ᮏ◊✲ࡢไ㝈
 ᮏ◊✲࠿ࡽᚓࡽࢀࡓ⤖ᯝ࡟ࡣ࠸ࡃࡘ࠿ࡢไ㝈ࡀ࠶ࡿࠋ➨୍࡟ࠊ᪥ᮏ࡛ᢎㄆࡉࢀࡓ᪂
᭷ຠᡂศྵ᭷་⸆ရࢆᑐ㇟࡜ࡋ࡚⡿ᅜࡢࡳ࡜ẚ㍑ࡋ࡚࠸ࡿⅬ࡛࠶ࡿࠋᚑࡗ࡚ࠊ⡿ᅜ௨
እࡢᅜ࣭ᆅᇦ࡜ẚ㍑ࢆ⾜ࡗࡓሙྜࠊ⤖ᯝࡀ␗࡞ࡿྍ⬟ᛶࡀ࠶ࡿࠋ
➨஧࡟ࠊ⡿ᅜ࡛ᢎㄆࡉࢀ࡚࠸࡞࠸་⸆ရࡢ㛤Ⓨࣛࢢࢆ 0᪥࡜᥎ᐃࡋ࡚࠸ࡿⅬ࡛࠶ࡿࠋ
ᚑࡗ࡚ࠊ⡿ᅜ࡛⌧ᅾࡣᢎㄆࡉࢀ࡚࠸࡞࠸ရ┠ࡀ௒ᚋࠊᐇ㝿࡟ᢎㄆࡉࢀࡓሙྜ࡟ࡣ㛤Ⓨ
ࣛࢢࡣᮏ◊✲ࡢ⤖ᯝࡼࡾ▷ࡃ࡞ࡿ࡜⪃࠼ࡽࢀࡿࠋ
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⥲ ᣓ
 ᮏ◊✲࡛ࡣࠊ㛤Ⓨࣛࢢ▷⦰ࡢࡓࡵࡢ᭱㐺࡞⮫ᗋ㛤Ⓨᡓ␎ࢆ᫂ࡽ࠿࡟ࡍࡿࡇ࡜ࢆ┠ⓗ
࡜ࡋࠊ㛤Ⓨࣛࢢ࡟ᙳ㡪ࢆ୚࠼ࡿせᅉࢆㄪᰝࡋࡓࠋࡑࡢ⤖ᯝࠊ4ࡘࡢせᅉࡀ᫂ࡽ࠿࡜࡞
ࡗࡓࠋ
 1 ࡘ┠ࡢせᅉࡣࠊ᪥ᮏ࡛ࡢ⏦ㄳࡢࡓࡵ࡟ᐇ᪋ࡉࢀࡓ⮫ᗋ㛤Ⓨᡓ␎࡛࠶ࡿࠋ”Global 
clinical trial”ࡀ඲ရ┠ࡢ㛤Ⓨࣛࢢࡢ୰ኸ್ 1111᪥ࡼࡾ᭷ព࡟▷࠸ࡇ࡜ࡀ♧ࡉࢀࠊ᪥ᮏ
ࡢ⮫ᗋᐇ᪋᪋タࡀཧຍࡋ᪥ᮏே⑕౛ࢆ⤌ࡳධࢀࡓ GCTࡢᐇ᪋ࡀ㛤Ⓨࣛࢢࡢ▷⦰࡟ࡣ
᭷ຠ࡞᪉⟇࡛࠶ࡿ࡜⪃࠼ࡽࢀࡓࠋ
 2 ࡘ┠ࡢせᅉࡣࠊ་⸆ရࡢᑐ㇟⑌ᝈ㡿ᇦ࡛࠶ࡿࠋ≉࡟⚄⤒⣔㸦ATC ศ㢮: N㸧ࡢ་
⸆ရࡢ㛤Ⓨࣛࢢࡀ㛗࠸ࡀࠊ௒ᚋ GCTࢆᐇ᪋ࡍࡿࡇ࡜࡟ࡼࡾ㛤Ⓨࣛࢢࡢ▷⦰ࡀྍ⬟࡜
⪃࠼ࡽࢀࡓࠋ୍᪉࡛ࠊᚠ⎔ჾ⣔㸦ATCศ㢮: C㸧ࡢ㡿ᇦ࡛ࡣ”Global clinical trial”ࡀྵࡲ
ࢀ࡚࠸࡞࠸࡟ࡶ㛵ࢃࡽࡎࠊ㛤Ⓨࣛࢢࡣ▷࠸ഴྥࡀぢࡽࢀࠊ⑌ᝈ㡿ᇦ࡟㐺ࡋࡓ CDS ࡢ
㑅ᢥࡀ㔜せ࡛࠶ࡿࡇ࡜ࡀ♧ࡉࢀࡓࠋ
 3 ࡘ┠ࡢせᅉࡣࠊ᪥ᮏ࡛ࡢ➨ϩ┦ヨ㦂ࡢ㛤ጞ᫬ᮇ࡛࠶ࡿࠋྠ୍ࡢ CDS ࡟ࡶ㛵ࢃࡽ
ࡎࠊ⡿ᅜ࡬ࡢ᪂⸆ᢎㄆ⏦ㄳࡼࡾࡶ๓࡟᪥ᮏ࡛ࡢ➨ϩ┦ヨ㦂ࡀ㛤ጞࡉࢀࡓရ┠ࡢ㛤Ⓨࣛ
ࢢࡣࠊᚋ࡟㛤ጞࡉࢀࡓရ┠ࡼࡾࡶ᭷ព࡟▷࠸ࡇ࡜ࡀ♧ࡉࢀࡓࠋࡇࢀࡣࠊ࡝ࡢࡼ࠺࡞㛤
Ⓨᡓ␎ࢆ㑅ᢥࡍࡿ࠿ࡢࡳ࡞ࡽࡎࠊᅜෆ➨ϩ┦ヨ㦂ࡢ㛤ጞ᫬ᮇࡀ㛤Ⓨࣛࢢ▷⦰ࡢࡓࡵ࡟
ᴟࡵ࡚㔜せ࡛࠶ࡿྍ⬟ᛶࢆ♧၀ࡋ࡚࠸ࡿࠋࡉࡽ࡟ࠊ᪥ᮏ࡛ࡢ➨ϩ┦ヨ㦂ࡀ⡿ᅜ࡬ࡢ⏦
ㄳࡼࡾࡶᚋ࡟㛤ጞࡉࢀࡓሙྜ࡛ࡶࠊ”Local and foreign trials”ࠊ”Bridging study”࠾ࡼ
ࡧ”Global clinical trial” ࡢ㛤Ⓨࣛࢢࡣ”Local trial”࡜ẚ㍑ࡋ࡚᭷ព࡟▷࠸ࡇ࡜ࡀ♧ࡉࢀ
ࡓࠋ≉࡟”Global clinical trial”ࡢရ┠ࡀ᭱ࡶ▷࠸ഴྥࡀㄆࡵࡽࢀࡓࠋᚑࡗ࡚ࠊGCTࡢᐇ
᪋ࡣࠊ᪥ᮏ࡛ࡢ➨ϩ┦ヨ㦂㛤ጞࡀ㐜ࢀࡓሙྜ࡛ࡶ㛤Ⓨࣛࢢࢆ▷⦰ࡉࡏࡿࡓࡵ࡟᭷ຠ࡞
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㛤Ⓨᡓ␎࡟࡞ࡾᚓࡿ࡜⪃࠼ࡽࢀࡓࠋ
 4ࡘ┠ࡢせᅉࡣࠊ་⸆ရࡢ࢜ࣜࢪࣥ࡜MAHࡢ㛵ಀ࡛࠶ࡿࠋ᪥ᮏ௻ᴗ࡟ࡼࡿ⮬♫㛤
Ⓨရࡢ㛤Ⓨࣛࢢࡀ඲ရ┠ࡢ㛤Ⓨࣛࢢࡢ୰ኸ್ 1111 ᪥ࡼࡾ᭷ព࡟▷࠸ࡇ࡜ࡀ♧ࡉࢀࡓࠋ
≉࡟ࠊ⮬♫㛤Ⓨရ࡟㛵ࡋ࡚ẚ㍑ࡋࡓ࡜ࡇࢁࠊ᪥ᮏ௻ᴗࡢ㛤Ⓨࣛࢢࡣ▷ࡃࠊᾏእ௻ᴗࡢ
㛤Ⓨࣛࢢࡣ㛗࠸ഴྥࡀㄆࡵࡽࢀࡓࠋᚑࡗ࡚ࠊ᪥ᮏࡢ⏘ᐁᏛࡀ୍య࡜࡞ࡗ࡚ࠊ᪂ࡋ࠸་
⸆ရೃ⿵ࢆⓎぢࡋ᪂⸆ࢆ㛤Ⓨࡍࡿ⬟ຊࢆ⥔ᣢࡍࡿࡇ࡜ࡀ㔜せ࡛࠶ࡿྍ⬟ᛶࡀ♧၀ࡉ
ࢀࡓࠋ
 ࡉࡽ࡟ࠊྛ་⸆ရࡢ᪥ᮏே⑕౛ࡢ๭ྜࢆㄪᰝࡋࡓ⤖ᯝࠊ”Local trial”௨እࡢ CDS
ࡣࠊ”Local trial”࡜ẚ㍑ࡋ࡚᪥ᮏே⑕౛ࡢ๭ྜࡀ᭷ព࡟ప࠸ࡇ࡜ࡀ♧ࡉࢀࡓࠋࡋ࠿
ࡋࠊ”Global clinical trial”࡟࠾࠸࡚ࠊ࢔ࢪ࢔἞㦂ࡢ᪥ᮏே⑕౛๭ྜࡣࠊࡑࢀ௨እࡢ GCT
࡜ẚ㍑ࡋ࡚㧗࠸ഴྥࡀㄆࡵࡽࢀࡓࡓࡵࠊ࢔ࢪ࢔἞㦂ࡢᐇ᪋࡟ࡼࡾ᪥ᮏே⑕౛ࡢ๭ྜࢆ
኱ᖜ࡟ῶᑡࡉࡏࡿࡇ࡜࡞ࡃ᪥ᮏேࡢࢹ࣮ࢱࢆ㞟✚࡛ࡁࡿྍ⬟ᛶࡀ♧ࡉࢀࡓࠋ
᪥ᮏ࡛ࡢ་⸆ရ㛤Ⓨ࡟࠾࠸࡚ᵝࠊ ࠎ࡞⮫ᗋ㛤Ⓨᡓ␎㸦”Local trial”ࠊ”Local and foreign 
trials”ࠊ”Bridging study”ࠊ”Global clinical trial”ࠊ”Foreign trials”࠾ࡼࡧ”No efficacy/safety 
trial”㸧ࡢ㑅ᢥࡀྍ⬟࡛࠶ࡿࡀࠊ᪥ᮏ࡛ࡢ㛤Ⓨࣛࢢࢆ᭱ᑠ࡜ࡍࡿࡓࡵ࡟ࡣ㛤Ⓨ᪩ᮇ࡟ྛ
ရ┠࡟㐺ࡋࡓ㛤Ⓨᡓ␎ࢆ❧᱌ࡍࡿࡇ࡜ࡀ㔜せ࡜࡞ࡿࠋ࡜ࡾࢃࡅࠊ᪥ᮏࡢ⮫ᗋヨ㦂ᐇ᪋
᪋タࢆྵࡴ GCTࡢᐇ᪋ࢆ✚ᴟⓗ࡟᳨ウࡍ࡭ࡁ࡛࠶ࡿ࡜⪃࠼ࡽࢀࡓࠋ≉࡟ᅜෆヨ㦂ࡢ
ᐇ᪋ࡀᅔ㞴࡞⑌ᝈ㡿ᇦ࡟࠾࠸࡚ GCTࡢᐇ᪋ࡀồࡵࡽࢀࡿࠋຍ࠼࡚ࠊ᪥ᮏࡢ⏘ᐁᏛࡀ
㐃ᦠࡋࠊ᪂ࡋ࠸ೃ⿵໬ྜ≀ࢆⓎぢࡋ࡚ࠊ᪂⸆ࢆ㛤Ⓨࡍࡿ⬟ຊ࣭ యไࢆᙉ໬ࡍࡿࡇ࡜ࡶࠊ
㢧ⴭ࡞㛤ⓎࣛࢢࢆⓎ⏕ࡉࡏࡎ᪥ᮏࡢᝈ⪅࡟㠉᪂ⓗ࡞་⸆ရࢆᥦ౪ࡍࡿࡓࡵ࡟㔜せ࡛
࠶ࡿ࡜⪃࠼ࡽࢀࡓࠋ
᭱ᚋ࡟ࠊ௒ᚋࡣᚑ᮶ࡢ་⸆ရ࡜ẚ㍑ࡋ࡚ࠊ་⸆ရࡢ㐺ᛂᑐ㇟࡜࡞ࡿᝈ⪅ࡀ㝈ᐃࡉࢀ
ࡓಶู໬་⒪ 46 ࡀ᥎㐍ࡉࢀ࡚࠸ࡃ࡜⪃࠼ࡽࢀࡿࡓࡵࠊ་⸆ရࡢࡳ࡞ࡽࡎࢥࣥࣃࢽ࢜
ࣥデ᩿⸆ 47, 48࡟㛵ࡋ࡚ࡶ㐺ษ࡞⮫ᗋ㛤Ⓨᡓ␎ࢆ⪃࠼࡚࠸ࡃᚲせࡀ࠶ࡿࠋᚑࡗ࡚ࠊ௒
44
ᚋࡢ⮫ᗋ㛤Ⓨᡓ␎ࡣࠊᮏ◊✲ࡢศ㢮ࡼࡾࡶ᭦࡟ከᵝ໬ࡋ࡚࠸ࡃྍ⬟ᛶࡀ࠶ࡿࠋࢥࣥࣃ
ࢽ࢜ࣥデ᩿⸆ࡶྵࡵࡓ᪂⸆ᢎㄆ⏦ㄳࡢࡓࡵࡢつไせ௳࡟ࡘ࠸࡚᭦࡞ࡿ㆟ㄽࡀ࡞ࡉࢀࠊ
ᅜ㝿ⓗ࡞ࣁ࣮ࣔࢼ࢖ࢮ࣮ࢩࣙࣥࡀᐇ᪋ࡉࢀࡿࡇ࡜ࡀࠊ௒ᚋࡢ་⸆ရ㛤Ⓨ࡟࠾࠸࡚㛤Ⓨ
ࣛࢢࢆ᭱ᑠ໬ࡍࡿࡓࡵ࡟ᚲせ୙ྍḞ࡛࠶ࡿ࡜⪃࠼ࡽࢀࡿࠋ
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ㅰ ㎡
 ᮏ◊✲ࡢ㐙⾜࡞ࡽࡧ࡟ᮏ◊✲ࢆ⧳ࡵࡿࡢ࡟㝿ࡋࠊ⤊ጞᚚ᠓⠜࡞ࡿᚚᣦᑟᚚ㠴᧡ࢆ㈷
ࡾࡲࡋࡓ⊂❧⾜ᨻἲே་⸆ရ་⒪ᶵჾ⥲ྜᶵᵓ Ᏹᒣె᫂༤ኈ࡟῝⏒࡞ࡿㅰពࢆ⾲
ࡋࡲࡍࠋ
 ᮏ◊✲ࡢ㐙⾜࡟࠶ࡓࡾࠊᚚ᠓ษ࡞ࡿᚚຓゝ࡜ᚚᣦᑟࢆ㈷ࡾࡲࡋࡓ⊂❧⾜ᨻἲே་⸆
ရ་⒪ჾ⥲ྜᶵᵓ ᮅẚዉὈᏊ༤ኈࠊ⏣୰࠶ࡺࡳಟኈ࡞ࡽࡧ࡟㣕⏣ⱥ♸༤ኈ࡟῝ㅰ⮴
ࡋࡲࡍࠋ
 ᮏ◊✲࡟㝿ࡋࠊᚚᣦᑟ࡜ᚚ㠴᧡ࢆ㈷ࡾࡲࡋࡓ⊂❧⾜ᨻἲே་⸆ရ་⒪ᶵჾ⥲ྜᶵᵓ
වᒱ㜧⸆⛉኱Ꮫ㐃ᦠ኱Ꮫ㝔 ᒣ⏣༤❶ᐈဨᩍᤵ࡟῝ㅰ⮴ࡋࡲࡍࠋ
 ᮏㄽᩥࡢᚚ㧗㜀࡜ᚚᣦᑟࢆ㈷ࡾࡲࡋࡓᒱ㜧⸆⛉኱Ꮫᐇ㊶⸆Ꮫ኱ㅮᗙ་⸆ရ᝟ሗᏛ
◊✲ᐊ ୰ᮧගᾈ෸ᩍᤵ࡟῝ㅰ⮴ࡋࡲࡍࠋ
 ᮏ◊✲ࡢᶵ఍ࢆ୚࠼࡚㡬ࡁࡲࡋࡓ་⸆ရ་⒪ᶵჾ⥲ྜᶵᵓ ୸ᒣᾈ๓ୖᖍᑂ㆟ᙺࠊ
୰㔝ᜨᑂ㆟ᙺࠊࣞࢠࣗࣛࢺ࣮ࣜࢧ࢖࢚ࣥࢫ᥎㐍㒊 ಴ᣢ᠇㊰๓㒊㛗ࠊ୔㐩Ὀྐ㒊㛗ࠊ
◊✲ㄢ ⣽ᮌࡿࡳࡇㄢ㛗ࠊᒱ㜧⸆⛉኱Ꮫ ຾㔝┾࿃Ꮫ㛗ࠊ⏕యᶵ⬟ゎᯒᏛㅮᗙ⸆ຠゎ
ᯒᏛ◊✲ᐊ ཎⱥᙲᩍᤵ࡞ࡽࡧ࡟⸆≀㏦㐩Ꮫ኱ㅮᗙ〇๣Ꮫ◊✲ᐊ ➉ෆὒᩥᩍᤵ࡟
῝ㅰ⮴ࡋࡲࡍࠋ
 ࡲࡓࠊᮏ◊✲୰ᚚ༠ຊࢆ㈷ࡾࡲࡋࡓ་⸆ရ་⒪ᶵჾ⥲ྜᶵᵓࣞࢠࣗࣛࢺ࣮ࣜࢧ࢖࢚
ࣥࢫ᥎㐍㒊ࠊ᪂⸆ᑂᰝ➨ᅄ㒊࡞ࡽࡧ࡟ᒱ㜧⸆⛉኱Ꮫᐇ㊶⸆Ꮫ኱ㅮᗙ་⸆ရ᝟ሗᏛ◊✲
ᐊㅖẶ࡟ឤㅰ⮴ࡋࡲࡍࠋ
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␎ㄒ୍ぴ
ATC Anatomical Therapeutic Chemical classification 㸦ゎ๗἞⒪໬Ꮫศ㢮㸧
CDS  Clinical development strategy 㸦⮫ᗋ㛤Ⓨᡓ␎㸧
CTD  Common technical document 㸦ᅜ㝿ඹ㏻໬㈨ᩱ㸧
EU  European union 㸦Ḣᕞ㐃ྜ㸧
FDA  Food and drug administration 㸦⡿ᅜ㣗ရ་⸆ရᒁ㸧
FY  Fiscal year 㸦఍ィᖺᗘ㸧
GCT  Global clinical trial 㸦ᅜ㝿ඹྠ἞㦂㸧
ICH International conference on harmonization of technical requirements for 
registration of pharmaceuticals for human use 㸦᪥⡿ EU་⸆ရつไㄪ࿴
఍㆟㸧
LDD  Lag in drug development 㸦㛤Ⓨࣛࢢ㸧
LDR  Lag in drug review 㸦ᑂᰝࣛࢢ㸧
MAH  Marketing authorization holder 㸦་⸆ရᕷ㈍ᢎㄆྲྀᚓ⪅㸧
NDA  New drug approval 㸦᪂⸆ᢎㄆ⏦ㄳ㸧
NME  New molecular entity 㸦᪂᭷ຠᡂศྵ᭷་⸆ရ㸧
PMDA  Pharmaceuticals and medical devices agency 㸦་⸆ရ་⒪ᶵჾ⥲ྜᶵᵓ㸧
RS Regulatory science 㸦ࣞࢠࣗࣛࢺ࣮ࣜࢧ࢖࢚ࣥࢫ㸧
US United States 㸦࢔࣓ࣜ࢝ྜ⾗ᅜ㸧
WHO  World health organization 㸦ୡ⏺ಖ೺ᶵ㛵㸧
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